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The editorial policy of this JOURNAL 1s 
to record the progress of the law in the 


field of food, drugs and cosmetics, and to 


provide a constructive discussion of it 


according to the highest professional 
standards. The Foop Druc Cosmetic Law, 
JoURNAL is the only forum for current dis 
cussion of such law and it renders an im 
portant public service, for it is an invaluable 
means (1) to create a better knowledge and 
understanding of food, drug and cosmetx 
law, (2) to promote its due operation and 
development and thus (3) to effectuate its 
great remedial purposes. In short: While 
this law receives normal legal, administrative 
and judicial consideration, there remains 
a basic need for its appropriate study as 
a fundamental law of the land; the JourRNat 


is designed to satisfy that need. 
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Food Drug-Cosmetic Law 
Gowwede 


REPORT TO THE SECRETARY 
OF HEALTH, EDUCATION, AND WELFARE, JUNE, 1955, 








by the Citizens Advisory Committee 


on the Food and Drug Administration 


SUMMARY AND MAJOR RECOMMENDATIONS 


The Food and Drug Administration was established to help safe 
guard the health of all of the people in the Unites States very home 
in this country has foods, drugs, and cosmetics over which the FDA 
has jurisdiction. The value of the products distributed which are 
subject to FDA regulation is estimated to bi ore than $60 billion 
annually Almost 100,000 establishments handling food, drugs, and 


cosmetics are subject to inspection and regulation by FIDA 


Nature of the Problem 

The FDA is responsible for enforcing statutes which prohibit the 
introduction or the delivery for introduction tnto commerce 
or the receipt in interstate or foreign commerce ‘ vy food, drug 
device or cosmetic that 1s adulterated or misbranded fecent amend 
ments to the basic Food, Drug, and Cosmet require the FDA 
to extend its coverage at d to assume re sponsib lities uch a those 
requiring more enforcement and inspection activity at the retail level 
and the pretesting of pesticides 

There isa la k at knowledge ol the broad scope ol I: | \ re pons 
bility both among the general public and among public servant The 
complexities ot the proble ms whi h confront FIA are not ye nerally 
comprehended, Three major points require emphasis 

(1) The dimensions of the area of FDA activity have yrown 


tremendously as a result of the 30 million growth in population sines 


453 
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1941, and because of the great increase in the number of manufacturers, 


processors, shippers and retail outlets in the regulated industries 


(2) Technological developments in recent years in the production 
of foods and drugs, and marked changes in consumer habits have made 
a significant impact on FDA responsibilities. For example, both the 
nature and the quantity of the work involved have been affected by 
such factors as the following, which are indicative of these tech 
nological advances: 

The rapid and remarkable growth in knowledge of scientific phenomena has 
greatly increased the complexities of chemical formulae and compounds used 
in foods and drugs and therefore complicated the analyses which the FDA is 
required to make 


The development of new drugs such as antibiotics and antihistamines and 
the increase in sales of others, such as endocrine produc ts (900%), and barbitu 
rates (300%), sulfonamides (800%) and vitamins (about 500%) 


Almost half of the highly potent drugs available today were unknown 15 
years avo 

The output of frozen foods has more than tripled in the last seven years and 
the growth of the precooked food market has created new problems of regula 


tion and safety 

The increase in the use of chemical additives in foods 

Ihe average supermarket today stocks more than five times as many items 
as in 1939 

(3) The rapid growth in the volume of the products shipped in 
interstate commerce (and therefore subject to Federal regulation), and 
the increased use of dangerous or habit-forming drugs and branded 
ind precooked foods has caused Congress to make wide extensions of 
FDA regulatory jurisdiction. Four major amendments to the basic 


Act have been made in recent years. 


FDA Resources 


The major work of the FDA is carried on at the Washington 
headquarters and through 16 District Offices, as depicted in Appendices 
C-1 and C-2 

With regard to personnel, the FDA has budgeted 829 positions 
for enforcement work for the fiscal year 1955, as indicated in Appendix 
\-1. In addition, there are 186 positions budgeted on funds obtained 
from the certification of certain antibiotics, insulin, coal-tar colors and 


certain seafoods. A large number of the inspectors, chemists and 


laboratory technicians are persons with a high degree of professional 


training 
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ADMINISTRATIO? 


REPORT ON FOOD AND DRUG 
Notwithstanding the growth in the s« ope and co 
lities in recent years, there are fewer FDA enforcement peo 
ple in 1955 than there were in 194] The enforcement personne ha 
declined in absolute numbers and, therefore to the number of 
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Origin of the Present Study 


By 1954, the Food and Drug Administration was at a crossroads 
Grave doubts had arisen as to its potential future ability to protect the 
health and well-being of the millions of American consumers of food, 
drugs and cosmetics 


In March 1954, at hearings before a subcommittee of the House 
Appropriations Committee, the Department of Health, Education, and 
Welfare stated its desire to have FDA activities reviewed by a repre 
sentative citizens advisory group. In July 1954, the Congress provided 
funds for the Department to create a Citizens Advisory Committee 
whose general purpose would be to assess objectively the present 
enforcement and certification policies and programs of FDA 

The Secretary of the Department selected 14 persons to serve as 
members of the Advisory Committee. The Committee included repre 
sentatives of the legal, judicial, pharmaceutical, medical and scientifu 
fields ; of labor; of consumers and consumer groups; and of the indus 
tries subject to regulation by the FDA. The Advisory Committee met 
in Washington on February 3. At this meeting, the Secretary of the 
Department of Health, Education, and Welfare stated that the function 
of the Committee would be to assess the effectiveness of the adminis 
tration of the food, drug, and cosmetic laws and, as a result of that 
study, make recommendations concerning the amount and kind of 
enforcement of these laws which would best serve the interests of 


the country 


Method of Study 

The Committee organized a study program and directed its atten 
tion to the following seven major subject areas: 

(1) To determine the adequacy of policies, planning, program 
ming, facilities and methods of the Food and Drug Administration to 
keep up with modern developments in technology. 

(2) To determine the adequacy of legal supports to FDA programs 

(3) To determine the adequacy of field operations of FDA 

(4) To determine the adequacy of interpretation, education, and 
information activities to the public and to the affected industries 

(5) To determine the adequacy of scope and coverage of Food 
and Drug programs in the following areas: foods, drugs, certification 


and cosmetics 
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(6) To determine the adequacy of cooperation and coordination 
with other agencies oft the Federal Government and with State and 
local governments 

(7) To determine the adequacy of budget and staff of the FDA 
to meet its responsibilities 
The Advisory Group created subcommittees of 2 or 3 members 


each, who concentrated their attention on the 7 major subject areas 


of study. Individual members of the Advisory Group actively partici 


pated in all phases of the study. They visited District Offices of the 
FDA; they conducted conferences with the representatives of indus 
try; they circulated memoranda to obtain the views of retailers; they 
obtained the views of consumers’ groups, and they ac tively parti ipated 
in the analysis and review of the data gathered The effectiveness of 
the subcommittees made frequent meetings of the entire committee 
unnecessary 

The consulting firm of Cresap, McCormick and Paget was retained 
to provide staff assistance tor the conduct of the study 

Additional sources of information used by the Committee and it 
staff included the following: 


Personal interviews with FDA personnel and with personnel « 
of the Federal Government involved in administration of the 
Cosmetic Act 


Re plie s to a detailed questionnaire transmitted to 
offices and filled out and returned by them 
Personal visits to the Chicago, Atlanta. Denvet New Ye 
and Philadelphia District Offices of the FDA 
A study of the laws and regulations administered by the FDA 
Annual reports and special memoranda and paper 
Memoranda from consumers, industry and retailer 
The personal experience of Committee members 


Conferences and discussions with others as indicated i 

The Committee carefully reviewed the mass of data gathered, but 
decided that it would be unwise to have its attention diverted from the 
major objectives by becoming involved in the minutiae of administra 
tion, The Advisory Committee is primarily interested in long-term 
objectives of how best to administer the food, drug, and cosmetic law 


to reach the maximum compliance in the best interest of the publi 


Major Recommendations 


The present Committee believes the Food Drug, and Cosmet 


Act serves a purpose that is essential to the health and welfare of 
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every person in the country, and that the Act must be properly en 
forced. The Committee further believes that: 
Complhance with all phases of the laws is not completely satisfactory 


Satisfactory compliance can be obtained only if the Federal Food and Dr 


Administration and its functions are properly understood, supported, financed 
and staffed 

In its present report, the Committee is primarily seeking to find 
ways to stimulate recognition of the importance of the FDA and to 
bring about maximum conformity with the Food, Drug, and Cosmeti 


\ct on a long-term basis 


The Committee is firmly of the opinion that (1) the scope and 
complexity of the present enforcement and regulatory problems, if 
dealt with inadequately, constitute a threat to the health and the 
welfare of our citizens; and (2) that the resources of the FDA are 


woefully inadequate to discharge its present responsibilities 


The Committee wishes to emphasize the importance of certain 
problems which were encountered in each of the areas of study. These 
are matters of a fundamental nature to which the attention of our 
government and the public should be directed. Certain common themes 
occurred in the individual subcommittee groups and the Committee 
thought it wise to call attention to them in its recommendations. The 
major areas in which there are opportunities to strengthen and improve 
the FDA are as follows: 

(1) The Food and Drug Administration now has insufficient funds, staff, and 
facilities to meet its essential responsibility of protecting the public health. ‘This 
serious deficiency should be corrected by increased appropriations; by the addi 
tion of needed personnel, including the employment of key senior members and 
the upgrading of key staff positions; and by the addition of needed modern 
equipment and other operating facilities. The required expansion in personnel 


and facilities is between a three and four-told one, within five years to ten years 
such expansion should be progressively authorized by increased appropriations 


as fast as it can be absorbed from an efficient organizational standpoint Che 
increased appropriation each year should be based on an evaluation of the record 
of the FDA in the past year, and its need in the next year; and a small ad h 

citizens advisory committee may well be appointed by the Secretary ea eat 
to aid in this evaluation. In the first year, a budget increase of from 10 to 20 


ver cent over that for 1956 will be needed to initiate the five to ten-year expandes 
! ] 


program on a constructive basis 


The Food and Drug Administration needs a modern building to consolidate 
its headquarters organization and facilities under the most effective operating 
conditions. It should be noted that Canada is now completing such a building 


in Ottawa for its equivalent Food and Drug Directorate, which enforces the 
analogous Canadian Food and Drugs Act \ separate capital expenditure, as 
distinguished from the annual operating budget outlined above, should be pro 
vided for this FDA structure 
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(2) The FDA can do an effective job only if it enlarges and improves its 


educational and informational program. The Committee feels that this is very 
important The purpose of the educational program should b » develop a 
better understanding o he objectives and requirements o ood and drug 
laws through a dissemination of better and more positive information to industr 
certain protessions, and » public An informed industry or trade association 
will encourage seli-compliance on the part of its member n informed publi 
will be a bet mr ted one and will make FDA dollars 

is direction should be made by 
and formational program located in the immedia I Ommissior 
ot the ood and Drug Administration Chis new org ization init should 
under i i ol ij apable person who has had iccesstul experience 

! 


mterpretation and intormation activities, and wi 


outside the p1 ganization 
(3) There is a backlog of legal actions which has been allowed to drag out 
far too long. It is the opinion ot the Committee that the FDA should 
to legal ; oO mecessarily, but once legal action has beet 
that maximum | | 
ends, the | 
General uns f the Department 


stafi 


(4) There should be better programming and planning and better internal 
management na the FDA's affairs. There should be a bett ilable data 
to measure performance and program effectiveness and 
data collected should be improved. The Headquarter 


here should be a gradual increase in the number 


inspectional activities, and in laboratory staff, an re author should be 


delegated to the district offices after the Headqua ias been strengthened 


Plan of the Report 


In the sections that follow there is a discussion of the subject 
areas studied by the Committee and detailed observations and recom 
mendations concerning each of the areas will be found in those section 
lor casy reference purposes the recommendations are summarized and 
listed in Section & of this report. The Appendices contain relevant 


factual data in support of the textual material 


SECTION 1—POLICIES, PLANNING, PROGRAMMING, FACILITIES 
AND METHODS 
FDA Responsibility 


Within the framework of the applicable laws, and subject to the 
approval of the Secretary of the Department of Health, Education. and 
Welfare, the FDA has the respor sibility to formulate pol ic plan 
ind programs, and to provide itself with facilities and equipment to 
the extent allowed by the funds appropriated for this constituency of 


the Department, and by funds obtained from its certification fees 
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In the following portions of this section, there is presented, first, 
a factual discussion of the machinery involved in determining programs 
and priorities. This is followed, in turn, by a number of observations 


and recommendations 


Organization and Manpower Resources 


Those organizational units and persons having a major role in 
determining plans, policies, and priorities are discussed in this section. 
The overall organization of the FDA is depicted in Appendix C-1. The 
responsibilities of the Commissioner, the Deputy Commissioner, and 
the Associate Commissioners include the formulation of basic policies, 
the coordination of the work of the divisions of the FDA and the 
approval of plans, programs and priorities proposed by the Division 
of Program Planning 

The Division of Program Planning is the principal unit of the 
FDA concerned with the development of plans, programs, methods, 
and the determination of needed facilities. It is responsible for com 
piling, analyzing and evaluating information concerning food, drug, 
and cosmetic industries, and the extent of violations and their signifi 
cance in relation to public health and well-being. This Division also 
is responsible for the development of long-range plans for the distribu 
tion of manpower among the 16 Districts of the FDA, the preparation 
of programs and project work plans to guide and control their activities 
and the evaluation of the results of their work as a guide to the prepara 
tion of future plans. In accomplishing its objective, the Division of 
Program Planning works closely with the: 

Commissioner, Deputy Commissioner and Associate Commissioner 

Division of Business Operations 

Division of Regulatory Management 

Division of Field Operations 

Field Service 

The staff of the Division of Program Planning consists of six 
persons, with a total salary obligation for this staff as of February 
1955 of $43,855 

The other organizational units listed above participate in the 
planning and programming in varying degrees. The personnel and 
the total salary obligations of those offices are shown in Appendix D 


Activities of the Division of Program Planning 


The activities of the Division of Program Planning include 
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(1) Manpower distribution. The determination of the basic and 


long-range distribution of manpower by districts, skills and programs 


(2) Program planning. Four different types of programs are 
planned 


These furnis 


des« ription of thre 


Dhes« tor 
industries 


on new of 


These are de Sik 

he held leading to 

other findings on pert 
These include pr 

ave been develope | 


rt of the work perfor 


(3) Project charts. ©n the basis of the planni ”y work accom 
plished in long-range planning and in the development of programs, 
a project chart is drawn up for the forthcoming fiscal vear, allocating 
the amount of the establishment inspection time to be spent by each 


district on each commodity (project) group. The regulatory program 


project chart for the fiscal year 1955 is to be found as Appendix F 


The time classifications used in planning this project chart are listed 
in Appendix F 

(4) Program evaluation. Measurements of program etfectivene 
are based upon statistical data, analyses of legal actions, tabulation 
of violations found, the corrective actior taken, formal and informal 
reports, and similar materials. There appears to be no well-fixed 
formula applied and some thought is being devoted to me: of 


strengthening this process 


Activities of Other Units 


In addition to the Division of Program Planning. other units of 
the FDA contribute directly to planning and programming. The mor: 


significant contributions are identified as 
(1) The planning of investigation activities by the Division of 
Regulatory Management 


(2) The planning of the technical divisions’ work——by the chiefs 


of the divisions concerned. This ts largely informal in nature inasmuch 
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as a large percentage of the work is undertaken in direct support of 


the enforcement activities of the FDA 


(3) Establishment of priorities for enforcement work—— priorities 


are established by FDA officials at the Commissioner’s level as a guide 
to enforcement program. It is the view of FDA that its resources can 
be used best to protect the public if the priorities below are followed 
Highest—Violations mvolving hazards to health (actuai or potential) 
poisonous materials, toxic chemical additives, pesticides on crops, and dangerous d 


Next—Hygienic violations involving filthy, decomposed or 


products and insanitary conditions 


Lowest—Economic violations, such as may be accomplished by adulteration, short 


weight or fill, false and misleading claims, misbranding and deceptive packaging 


(4) Allocation of funds. Funds for expenditures, other than salaries 
and other central accounts, are allocated amony the districts and divi 
sions of FDA by an allotment committee which evaluates requests 
in terms of program requirements and availability of funds. The dis 
tribution by district of annual salaries and other expenses for the fiscal 
vear 1955 is shown as Appendix G. Overall salary expenditures, which 
represent the bulk of the total FDA appropriation, are maintained in 
a central account and are controlled by the Division of Business 
Operations on the basis of the allotment of manpower previously 
planned, Total salaries, by headquarters divisions, are shown in 


\ppendix D 


(5) Control. The control reports used by top FDA management 
of produc tion and expenditures of time and funds are as identified in 


\ppendix H 
Research Activities 


Almost all of the technical research involved in the developme nt 
and enforcement ot RIDA programs 1s done by FDA analysts in the 
laboratories of the technical divisions and the districts. The exceptions 


to this general rule are as follows 


Basi research mm the part ot mdustrs the results of which are 
made available to the FDA 


Cooperative research entered mto by the FDA and industry for sucl 


as the development of food standards, certification standards and met! 
Research performed by outside agencies on a contractual basis to acquire 


specific knowledge concerning a product, product group, practices or process 


required as evidence im court cases 
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Space and Equipment 


The following comments regarding space and equipment are con 
erned with the major facilities and equipment of the FDA which are 
used by the technical divisions in Washington. The space and equip 


ment facilities of the districts are dealt with in Section 3 of this report 


(1) Housing. 

(a) Location The technical divisions are housed in the South 
Buildis gy ol the Department ot \griculture which 1s located at some 
listance from the administrative offices in the Department of Health 
educat on, and Welfare buildi v Chere 3 no cony 

transportation between the two location Moreover, 

three of the divisions (Antibiotics, Nutrition, Vharmaco 

tered widely in the Agriculture building: and much 


huttling between the sub-basement and the sixth floo 


Phe technical divisions currently occupy 


fee 


(quar 


(2) Equipment. 
Phe FDA considers fixed laboratory equipment, such 
ben hes hoods and service facilities, to be adequate in 


The Divisions of Food and Cosmetics, however 


divisions 


idequate laboratory facilities because of insufficient spa 


ber of positions currently budgeted. The laboratory 
f Microbiology is not air-conditioned as seemingly 
nature of this division’s work 

Laboratory equipment other tha xe juipment 
by the FDA to be adequate in most « livisions wi 
x4 eptior s. such as the animal caye 


il d Nutr tion and certain items whi h are 


\ brief description ot the equipment use 


the se Vet il tech ical divisions Is vIVEN 11 \p 


Observations 


Int country with its confli ting interest groups 


verse and complex problems, 4 certain amount 


ome t< he acc epted as necessary The ( ommiuttec 
hould be a proper balance between unrestricted cor 
(,overnment regulation Since no program ¢ 


torv to everyone, it becomes the 
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Drug Administration, within the framework of appropriate laws and 
to the.extent allowed by the funds appropriated, to regulate in a 
manner that will best serve the public. 

(1) General observations. The personnel responsible for the 
administration of the FDA and its various divisions are able and 
experienced officials. A high proportion of the staff is composed of 


professional persons, highly trained in various fields of science. The 


staff has been developed primarily in accordance with the career sys 
tem. There is evidence that this development has resulted in a very 
capable group, with high devotion to the public service, and that the 
returns on the money appropriated to the FDA are high in terms of 
the protection of public health and other consumer interests, with due 
regard to the legitimate interests of the industries concerned 


(2) Determination of policy. Generally speaking, it appears to be 
the policy and philosophy of FDA, first to seek voluntary compliance 
with the laws and to resort to the more drastic types of legal action 
only where this step becomes necessary. This general policy with 
respect to enforcement responsibilities seems sound in concept and 


In Operation 


(a) Priorities. It is the policy of the Food and Drug Administra 
tion to give first priority to obvious hazards to health; second, to 
decomposition, contamination or insanitary conditions; and, third, to 
economic violations. It can not be denied that primary attention must 
be directed toward obvious health hazards, but it should be recognized 
that violations in categories two and three may constitute health 
hazards which are just as real although less obvious. Accordingly 
it is suggested that the maximum benefit can be derived from appro 


priate action in all three areas 


(b) Education of the public and industry. It is suggested that 
greater consideration be given to educating consumers, professional 
groups and the industries concerned regarding the food, drug, and 
cosmetic laws and the policies, procedures and activities of the Food 


and Drug Administration 


(3) Planning and programming. There is commendable emphasis 
on program planning. The procedures and plans furnish guidance: 
the time and production reporting system provides detailed records 
of the items covered, in orderly form ; and coordination and cooperation 
are fairly well developed, both amony divisions and between head 
quarters and the field services. Although the desirability of having 
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scientific divisions participate in overall pla 
nized, their role could be strengthened 

Statistical data for planning purposes are compu! 
different organizational units There are indications, however that 
this information is not as complete as it might be in scope and content 
and that the potential benefits to be derived from it for work measure 
ment and program evaluation purposes are therefore not 

The planning ocess appears to he needlessly 
seems orthwhile con to review the 
cedures it or proposed 

While the planning and program 
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dent first 


present 


! 
’ uy rh tie 


publish final 
ve been held 


adequate labor 


with current scientific development 


ccurring in the hel 


chemical additives radi cooked 


rve and frozen foods ‘ec al ns cw nad the 
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and more complex in structure. An increasing numl 
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and sensitization effects 


New or improved laboratory methods and more technolog will 


be needed to keep abreast of these developments In veneral field 


royrTams need to be intensified and broadened in COTM | nethical 
| ] 
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Research is the heart of any scientific operation. Although the 
FDA is primarily a regulatory agency, it must engage in research 
of the sort that leads to more accurate scientific methods of deter 
mining whether a food or drug is safe. Such research in scientific 
methodology, and perhaps a limited amount of what might be termed 
“random” research, can do much to upgrade the professional com 
petence, elevate the morale of the scientific workers and contribute 


to the general effectiveness of the FDA 


In planning new or expanded programs, consideration should be 
given to a reevaluation of present programs and to the curtailment 


of those which lose their significance. 


The activities in the field of food standards also need continuing 
consideration. Manufacturers justly claim that the establishment of 
standards for a given food tend to diminish the benefits otherwise 
achievable from research for its improvement. On the other hand, 
food standards are necessary, in certain cases, in the interests of the 


consumer and the manufacturer as well 


It is suggested that in program planning consideration be given 
EX s ~ 

to the possibility of making more use of disinterested consulting serv 

ices to aid in solving technical problems. Panels of experts might be 


set up to review evidence and make recommendations on specifi 


questions. In some cases, grants might be made to the National Re 


search Council to mobilize the necessary scientific manpower to study 
and report on a specific question, as was done in the case of the 
artificial sweeteners. This use of consulting services would enable 
FDA to draw on the top technical and scientific manpower of the 
country. It also is believed that FDA should explore further the value 
of a grant program to research scientists in academic and other insti 
tutions. In addition to laboratory research, consideration should be 
given to obtaining consumer reaction and recommendations, particu 
larly with respect to labeling, packaging, etc. It is recognized, of 
course, that additional funds would be needed to accomplish the several 


suggestions made above. 


(4) Facilities and equipment. The overall office and laboratory 
space available to FDA is barely adequate for the activities made 
possible by present appropriations. However, as previously stated, 
there must be a substantial expansion of present activities if the FDA 
is to discharge its responsibilities effectively. This expansion will 


make necessary a proportionate increase of office and laboratory space 
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The facilities of certain divisions in the South Agriculture Building 
are not eft ently used because they are scattered from the sub-base 
ment to the sixth floor. The fact that the headquarters offices and 
laboratories are not in one building also detracts from the effectiveness 


of the operation 


The fixed equipment (benc hes, ho« ds, etc.) appears to be adequate 


\\ hile 


some additional personnel might be accommodated in the utilization 


for the present program, in the case of most of the divisions 


of the present equipment, any substantial expansion of personnel must 


ilso call for an expansion of appropriately equipped work areas 


The “normal” laboratory equipment and supplies (balances, glass 
ware, chemicals, etc.) appear adequate, in general. An expanded pro 
gram, of course, would call for some expansion in this type of labora 
tory equipment and supplies. There is a present need for animal cage 


replacement in the Divisions of Pharmacology and Nutrition 


Such major laboratory items as infra-red spectrophotometers 
recording spectrophotometers, X-ray apparatus and the like are essen 
tial tools for the studies being carried on by FDA. It would appear 
from a review of the inventory submitted that the divisions as a whole 
are reasonably well-equipped in these items, although in some cases 


more modern equipment would be desirable. Many of these pieces 


of major equipment are very expensive ; some require an experienced 


Be 


technician to operate them and some become obsolescent rapidly 
fore duplicating a major item it might prove economical to make sure 
that, through proper planning of work, full use is being made of the 
one on hand. Consideration should be given to the interdivisional 
use of a major piece of equipment, before a duplicate is purchased for 
another division 

The Committee has not been able to familiarize itself with the 
laboratory programs to the extent that would enable it to state all 
of the specific items of major equipment needed to supplement those 
now on hand. Budget planning should provide for the replacement of 


essential major items as they become worn out or obsolescent 


(5) Laboratory methods. The determination of the need for a 
given enforcement activity for the protection of public health and 
other consumer interests calls for appropriate laboratory methods of 
detecting and, in many cases, quantitatively determining the ingredients 
or compounds in question, either as such or in association with the 


food, drug, or cosmetic in which it may be included. These methods 
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include chemical, physical, microscopic, biological and microbiological 
procedures. The backlog of work in this area needs to be disposed 
of for the most effective operation of the present FDA program. Look 
ing ahead, the new scientific developments already mentioned indicate 
that substantial increases in manpower, facilities and operating funds 
are needed to develop the methods of detection and appraisal called for 

In developing the enlarged program, the possibilities of coopera- 
tive assistance from other government laboratories and from industrial 
and academic laboratories should be fully explored. Funds should be 
available for making grants to investigators in academic or other 
private laboratories, for specific tasks in the field of methodology, 
where this would appear to be the most effective way of accomplishing 


the objective 
Conclusions and Recommendations 


Planning, programming and methods 

(1) Enforcement efforts should be planned to ensure there being 
appropriate action in all three priority categories, namely, hazards to 
health, filth and decomposition, and economic violations. The FDA 
should not completely neglect any category and certainly should not 
publicly announce that a particular category will receive little or no 
attention. 

(2) Existing regulatory programs should be subjected to a thor 
ough reappraisal with respect to current needs and developments 
Additional programs should be developed for areas not presently 
covered and for areas in which the need is imminent, such as “ready- 
to-serve”’ foods 


(3) In planning any increase in the FDA’s capacity to do its job, 


top priority should be given to that which will eliminate the existing 
accumulated backlog of work, particularly with respect to: 


New-drug applications awaiting action 

Food standards for products upon which hearings have been held 

Legal support in connection with the foregoing 

Development of new laboratory methodology to meet the requirements ot 
current programs 

(4) The Division of Program Planning should be given additional 
basic data to enable it to assess the status of program action and to 
assure follow-up. 

(5) Methods of work measurement should be strengthened to 
reduce the relatively large proportion of time required for activities 
other than establishment inspection. 
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(6) Consideration should be given to organizational strengthening 
of the planning and methods functions through the following action: 


of Program Planning within the Office of the Commissioner 
all responsibility tor 


Placing the Division 
Planning of 


Centralization in the 
if statistical planning data 
organization and methods function with overall planning 


Division of Program 


the compilation 
Integration the 
the possible advantages in the consolidation of some otf the tech 


Study of 
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lication of more 
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as mathematical analyses ram efiectiveness 


sucl 
(8) Greater consideration should be given to educating consumers, 


professional groups, public officials, and the industries concerned, with 


respect to the policies, procedures, and activities of the Food and Drug 


the possibility ol 


Administration 
FDA consider 
in aid to the 


(9) It is suggested that the 
services 


making more use of objective consulting 
as, for example: 
it ‘ make 


» review procedures 


as 


solution of problems, 
! experts established t« 
referred to in Sections 5 
in aca 


The use of a panel 
B and 7 


special studies such as tho 
titutions 


s« 

The use of grants-in-aid to research scientists den and other u 

“consumer consultants’ ybtam and evaluate 
reat care 


labeling, 
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Reinstitution 
consumer opinion and 
be exercised to select wholly 
Facilities and equipment (headquarters) 

(1) Consideration should be given to providing laboratories adja 


cent to the present offices of the FDA, or to providing space for both 


reaction t« 


must 


offices and laboratories in one building at a new location 

(2) Although the space and equipment of the FDA in Washington 
are, with certain exceptions, reasonably adequate for present opera 
tions, the needs which will be generated by an expansion of operations 


should be anticipated 
items 


(3) This Committee has not attempted to list the specifi 
of laboratory equipment needed. However, it is apparent that addi 
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tional items of major equipment are required, especially if activity 
is expanded. The Committee recommends that the following factors 


be taken into consideration when new equipment is to be purchased: 


(a) The use of existing equipment, including the possibility of 
interdivisional use of major equipment. 

(b) The availability of trained technicians to operate the equipment 

(c) The rate of actual or anticipated obsolescence 

(4) Budget planning should provide for the replacement of essen 
tial major items as they become worn out or obsolescent. A regularly 
scheduled equipment replacement program would be helpful in deter- 
mining needs, even though appropriations may not permit replacements 


according to schedule. 


SECTION 2—-LEGAL SUPPORTS 


The Food, Drug, and Cosmetic Act of 1938, as amended, prescribes 
the measures to be followed by and the sanctions available to the 
Federal Government to enforce the Act. The Administrative Pro 
cedure Act also is important because of its significance for all regula 
tory agencies. 

There is considerable latitude in regard to the measures that may 
be employed to enforce the Food, Drug, and Cosmetic Act, ranging 
from drastic legal sanctions which involve fines and imprisonment to 
the more informal and less punitive measures such as the issuance 
of written notices or warnings. Memoranda of findings may also be 


prepared by an inspector after an establishment inspection 


Activities 

The principal areas in which the FDA requires legal assistance are 
those indicated immediately below 

(1) Counseling. This involves primarily legal guidance and as 
sistance regarding the interpretation and administration of the present 
laws, and assistance in drafting or commenting upon proposed amend- 
ments to the basic Act. 

(2) Regulation making. The FDA issues several different types 
of regulations in accordance with the provisions of the basic Act 


Regulations implementing the law itself These regulations are issued undet 
authority delegated in the law. They are promulgated only after certain pro 
cedures have been complied with, including public notice and hearings, followed 
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by findings of fact These regulations are subject to review in the United States 
Courts ot Appeals This category of regulations includes such matters as pre 
scriptions of tolerances for pesticide residues on raw agricultural commodities; 
regulations for certification of coal-tar colors harmless and suitable for use in 
foods, drugs, and cosmetics: designating derivatives of certain narcotic and 
hypnotic drugs that may be habit-forming; and standards of identity, fill of 


container, and quality 


Interpretive and procedural regulations Phis category of regulations involves 
Statements of general policy and interpretation such as the imitial regulations 
issued under the Pesticide Chemicals Amendment, Public Law 518 


k-xempting regulations These regulations are issued by the Secretary and 


may exempt certain items from provisions of the Act. For example, Section 50 
authorizes the Secretary to exempt drugs and devices from bearing detailed 
directions for use when such directions are not necessary for the protection 


of the public healt! 


(3) Written notices or warning. Section 306 of the Act relieves 
the Secretary of the responsibility for resorting to more drastic legal 


proceedings where minor violations of the Act are concerned if the 


public interest is adequately served by a written notice or warning 


(4) Seizure. Section 304 provides that under certain conditions 
articles of food, drugs, devices, or cosmetics introduced into interstate 
commerce or while held for sale after shipment in interstate commerce, 
are liable to be proceeded against on libel of information and con 
demned in any District Court of the United States within the jurisdic 


tion of which the article is found 


(5) Injunctions. Section 302 authorizes injunction proceedings to 
be instituted in the District Courts of the United States to restrain 


certain violations of Section 301, which prohibits a long list of acts 


(6) Prosecutions. Section 303 of the Act authorizes the punish 
ment by fine or imprisonment, or both, of violators of certain provisions 


of the Act 
Organization and Resources 


The organizational units of the FDA concerned with legal fun 
tions include the 

Othices of the Commissioner and Deputy Commissiones 

Associate Commissioner responsible for decisions on legal actions 

Associate Commissioner responsible for rule making 

Division of Regulatory Management 

echnical divisions 

District Offices 


Appendix C-1 of this report describes the functions of each of 


these units in some detail 
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The Commissioner is concerned with overall enforcement policy 
and the steps taken to obtain compliance with the Act. The Deputy 


Commissioner also is concerned with general enforcement policy and 


in certain cases, may represent the FDA in working with the Depart 


ment of Justice. In most instances, however, an Associate Commis 
sioner is responsible for the enforcement policy of the FDA and directs 
the planning and field operations involved in developing cases. He 
sees that there is uniform legal action in similar cases in each of the 
sixteen districts. He receives and reviews factual presentations and 
recommendations from the District Chiefs. He decides whether to 
recommend seizure, prosecution, or injunction or a combination of 
these, with respect to violative food, drugs, devices, or cosmetics, of 
the person responsible for the violation. He also is primarily respon 
sible for policy on multiple seizures. The Associate Commissioner 


makes recommendations to the General Counsel 
7 


The Division of Regulatory Management, working closely with 
the Associate Commissioner, has the responsibility within the FDA 
for (1) directing specialized investigations; (2) maintaining surveil 
lance over all cases from the time an answer ts filed or from the time 
there is any other indication there will be a contest; (3) recommending 
discovery steps and actually providing a reply to discovery by claim 
ants and defendants; and (4) marshalling scientific and other evidence 
both within the FDA and from outside sources in contested cases 

The technical divisions of FDA in Washington and the District 
Offices participate in the analysis, evaluation, and preparation of 
evidence in legal actions 

Outside the FDA there are several organizational units with 
functions that are important to the legal support of programs under 
the Food, Drug, and Cosmetic Act. Perhaps the most frequent and 
closest relationships are with the Assistant General Counsel who heads 
the Food and Drug Division of the Office of the General Counsel in 
the Department of Health, Education, and Welfare. This Division has 
a budgeted staff of twelve professional and eight secretarial and clerical 
personnel, In recent years, decreasing appropriations have reduced 
this staff of. attorneys as follows: 

Year 9949 1950 | 1951S 1952, «1953 1954 ~— 1955 
Attorneys Budgeted 20 19 20 18 15 12 12 

The Secretary of the Department also is required to perform 
certain statutory responsibilities, which are usually exercised on the 
advice of FDA and the Office of the General Counsel 
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The Criminal Division of the Department of Justice 1s involved 


in the legal support of the FDA programs both in Washington and 


through the United States Attorneys in various cities of the country 


The Assistant General Counsel for Food and Drugs acts on the 
\ssociate Commissioner’s recommendation by preparing the case for 
the Federal Courts. Under established agreements with the Depart 
ment of Justice, the Assistant General Counsel recommends the initia 
tion of seizure actions by direct reference to the United States Attorney 
for the district wherein the contraband goods are located. All recom 
mended injunctions and all criminal cases involving felony violations 
(second offense or fraud), or novel applications of the law, are made 


through the Criminal Division of the Department of Justice in Washington 


When a seizure recommendation reaches the U. S. Attorney in 
the field, FDA field personnel get in touch with him to facilitate his 
and the U. S. Marshal’s work in effecting seizure. Field personnel 
provide assistance in the preparation and execution of detault and 
consent decrees In contests, they assist the U.S. Attorney, as directed 


by the Division of Regulatory Management 


In the conduct of enforcement litigation, the Assistant General 
Counsel for Food and Drugs is the focal point for contact with the 
Department of Justice in Washington and the United States Attorneys 
His attorneys occupy a position of referring counsel. They must be 
prepared to support enforcement cases by (1) preparing pleadings 
(2) meeting all motions which involve legal consideration; (3) con 
ducting discovery moves for the Government and responding to such 
moves by claimants and defendants; (4) assisting with trials, or a 
tually trying cases, (5) developing scientific and others pecialized 


evidence ; and (6) preparing appellate briefs 


Phe complexities of the procedures involved in certain legal actions 
are shown in a flow chart which depicts each major step in a seizure 
action and in a prosecution action, attached to this report as Appendix 
|. The process for an injunction action ts similar to that for a prosecu 


tion except that no citation is required 


In recent years, approximately 80 per cent of the legal actions 
have been concerned with seizures. The number of actions in various 


categories is set forth below: 
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Number of Actions 
Seizure Prosecution Injunction 
F ise al Year Actions Actions Actions 
1947 2,197 555 25 
194% 1,193 421 20 
1949 1,840 350 17 
1950 1,460 378 15 
1951 1,341 347 4 
1952 1,651 263 15 
1953 1,442 329 1] 
1954 1,057 260 16 


The number of contested cases is significant because they involve 


considerable expenditure of time and effort by the limited personnel 
in FDA and the Office of the General Counsel 


Observations 


(1) The FDA does not have control over certain important factors 
which govern the speed with which legal actions may be accomplished 
The food and drug attorneys in the General Counsel's Office and the 


U.S. Attorneys of the Department of Justice are in other chains of 


command. The U.S. Attorneys may have other commitments which 
compete with FDA work. This has contributed to the development 
of a backlog. 


(2) The number of attorneys budgeted for the Food and Drug 


Division of the Office of the General Counsel has been reduced from 
20 in 1950 to the present level of 12. As a result of this decrease in 
personnel: 


Almost all formal rule making has been brought to a standstill 

The processing of criminal cases is no longer current 

There is a backlog of Notices of Judgment to be prepare d 

Personnel are not readily available for assignment to 
prepared to bring to court 

It is not possible to review the records and to prepare findings 
standard hearings which have been held 

Existing regulations on special dietary toods have been in effect since 
without needed revisions 

Personnel cannot be spared to draft regulations on such essentia 
drugs subject to deterioration 

Necessary revisions of the regulations covering the investivationa 
new drugs and procedural regulations on all hearings cannot be made 


Attorneys are not given assignments in FDA District Offices, as need: 


(3) The salaries paid to the legal staff of the General Counsel’s 
Food and Drug Division are less than the minimum needed to attract 





REPORT ON FOOD AND DRUG ADMINISTRATION PAGE 475 


and hold competent attorneys. There are not enough senior attorneys 


available for FDA work. Despite its dire need tor more professional 


manpower two of the twelve budgeted positions for this division are 


unfilled, primarily because of inability to recruit competent lawyers 


at the salaries involved 


(4) ‘| here isa tendency on the part or some FDA personnel to 
emphasize the punitive aspects of the enforcement activity, and to 
feel that the publication of the reports required by Section 705(a) of 
the Act is ar adequate measure of enforcement accomplishment \l 
though punitive sanctions must be available and used when necessary 
the Committee feels that there is greater room for a more positive 


educational approach to the compliance problem 


Conclusions and Recommendations 


(1) The Committee is of the opinion that there is a particular 
need for more senior attorneys on the staff of the Food and Drug 
Division of the Office of the General Counsel, and recommends that 
the number of attorneys be increased in order to meet current demands 
and to reduce the accumulated backlog. These attorneys should not 
be diverted from FDA work 


(2) The Committee is of the opinion that the preparation of the 
appropriate legal action tor certain cases would be aided materially 
if attorneys could be given temporary assignments to District Offices 
more frequently 

(3) The FDA should make yreater use of educational measures and 
less drastic action, such as written notices and warnings. Criminal 
prosecution should be reserved for more flagrant cases only. However 


such legal actions, when once instituted, should be proses uted vigorously 


SECTION 3—FIELD OPERATIONS 
This Section 1s concerned with the adequac 
the FDA and includes 


the Division of Field Operati 


domestic and import activities of this grou, 


functions of the other divisions 


An appraisal ! the extent Of cooperation between tl 


between the rvice and other Federal, State and local a 
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Organization and Resources 


The FDA discharges its responsibilities through 16 Food and 
Drug Districts and in some 36 Resident Inspection Stations. (The 


location of these District Offices and Inspection Stations is shown in 
the map of district territories of the Food and Drug Administration 
included in this report as Appendix C-2.) 

All organizational units of the FDA are concerned to a greater 
or lesser degree with the inspectional and analytical activities of the 
field services which, in turn, are under the direction of the Division 
of Field Operations in Washington. A complete description of the 
function of this division together with the functions of all other organ 
izational units of the FDA may be found in Appendix C-1 

Staffing is reflected in Appendix K, which shows budgeted posi 
tions for each District Office and for the field service as a whole, 
including resident inspectors, import food and drug inspectors, seafood 
inspectors and certification personnel. 

Manpower for the various projects is planned primarily on the 
basis of establishment inspection time. Manpower for import activities 
is not controlled by project charts but is assigned separately and also 
is governed by general instructions from the Division of Field Opera 
tions and the Office of the Commissioner. 

Funds for expenses other than salaries, and other centrally con 
trolled accounts, are allocated among the districts and divisions of 
the FDA by means of an allotment committee, discussed in Section | 
Salaries and other obligations for the fiscal year 1954 are shown in 
Appendix G by district and in total. 

The square feet of space used by each District Office is listed in 
Appendix L. 

Activities 

Among the principal activities of the Division of Field Operations 
and the field service are the following: 

(1) Participation in program planning. The District Chiefs par 
ticipate in the planning of projects, programs and the allocation of 
manpower through recommendation and review, and through the exer 
cise of delegated authority to interpret plans within a relatively wide 
range. 

(2) Legal actions. District Chiefs have authority to refer seizures 
of certain foods directly to the U. S. Attorney. For all other seizures 
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and all other legal actions, District Chiefs forward their recommenda 
tions, supported by exhaustive summaries, to the appropriate Associate 


Commissioner 


(3) Establishment inspections. As shown in Appendix F (time 
classification and functions of the field service), the inspection of estab 
lishments accounts for only approximately ten per cent of the total 
time spent by the field service but represents the basic function from 
which all other domestic project time originates. Appendix M indicates 
inspection man-hours per major program area and the number of 


inspections made in each district in fiscal year 1954 


(4) Import examinations. Al! foods (other than meat and meat 
food produc ts), drugs cosmetics, and therapeutic devices when offered 
for entry are subject to examination for compliance with the Federal 
Food, Drug, and Cosmetic Act. Although import control has become 
increasingly complex, the time devoted to import activities in recent 
years has declined. (See Appendix N.) 


(5) Records and reports. The principal records kept by the Dis 


trict Ofhce concerning enforcement operations include copies of the 


reports listed in \ppendix H, records of im port detentior and estab 
lishment records 


Observations 


The observations which follow stem from (a) a series of personal 
interviews at Washington, and in the field, at the Atlanta, Chicago 
Denver, New York, Minneapolis, and Philadelphia offices, conducted 


by members of the Committee and the staff: (b) a consideration of the 


replies toa field service questionnaire answered by all 16 districts; and 


(c) an analysis and study of the material obtained from FDA Head 
quarters in Washington 

(1) Contacts with the personnel of the field service convey the 
impression of general competence, efhciency and devotion to duty. The 
relatively high esprit de corps of the FDA ts particularly evident in the 
field service. However, some inspectors appear inclined to spend to 
much time visiting the better modern plants for their own education 


at the expense of attention to many less attractive locations which 


warrant surveillance 
(2) The funds and manpower available appear to represent appre 
ciably less than the minimum required for effective enforcement. The 
FDA does not now have the number of inspectors to do the job of 


protecting the public whi h Congress expects. In several districts, the 





PAGE 478 FOOD DRUG COSMETIC LAW JOURNAL—AUGuST, 1955 


area to be covered by one inspector is excessive. Furthermore, the 
indoctrination and training of inspectors is extremely limited 1n that 
it does not place sufficient emphasis on a cooperative, educational 
approach, 

(3) In several instances, the space allotted to the District Office 
(including laboratory) is inadequate, inappropriate, poorly located or 
cannot be used efficiently. It is the opinion of the Director of Field 
Operations that the space occupied by ten of the sixteen District 
Offices could be described as substandard 

(4) It appears that existing equipment (primarily laboratory 


equipment) is not being replaced at a satisfactory rate and that new 


equipment is not being purchased in proportion to the needs of the 


service. The opinions of the District Chiefs with respect to the ade 
quacy of their equipment are varied and differ by type of equipment 
as shown below 
Type of Equipment Adequate Inadequate 
Office 7 9 
3 13 


9 7 


Laboratory 
Automotive 
(5) District work is planned in different ways and for different 
intervals in the various districts. The average number of establish 
ments inspected by each inspector in the fiscal year 1954 was approxi 
mately 66, The time per inspection varies greatly for valid reasons, 
but a high proportion of an inspector's time is devoted to supplemer 
tary activities, and “general operations.” Because of differences in 
distances to be travelled and because of variations in the nature of 
the establishment inspected, there is considerable variation among the 
districts in the average number of inspections made by each inspector 
as well as in the average amount of time spent per establishment visit 
(6) A handicap to efficient scheduling of time in the district labora 
tories results from the dependence of the chemist’s workload on the 
number of samples at hand which, in turn, varies with the inspections 
made and sometimes with the funds available for samples. Although 
no conflict appears to exist between the technical divisions and the 
districts with respect to the handling of the laboratory workload, there 
is a need for closer communication and coordination. 
(7) The paper work incidental to seizures and other legal actions 
appears to consume a considerable portion of the time of district staffs 
(8) The informational and educational activities of the FDA can 
be furthered materially by the field personnel. At present, field activity 
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in this area consists largely of voluntary effort and is not planned and 
coordinated, nor stimulated from a central point. FDA field personnel 
are not visiting State and industry meetings and gatherings to the 
extent that would be desirable, in part because of not having the 
opportunities, but largely because of the lack of funds and a clear FDA 
policy on the subject 


(9) Relations of the District Offices with State and local 


avencies 


vary in nature and effectiveness and very often. are better than the 


working liaison between the District Office and the field representatives 


of other Federal Agencies. District Offices often receive important 
information from State and local health authorities. On the other 
hand, it is understood that the representatives of the Department of 
\gri ulture who Inspect and grade meats on a fee basis are reluctant 
to inform on their clients 

In some instances, the State laws and their enforcement leave 
much to be desired insofar as the FDA is concerned; in others, Stat 
officials have complained of FDA interstate enforcement that was not 
comparable to their own intrastate enforcement 

(10) Staff and funds for import examination work have not been 
augmented commensurate with the increased workload and signifi 
cance of this enforcement foreign goods are not receiving the same 
inspection as domestu produc ts Importation in volume of prescription 
drugs and of “new” drugs circumventing the application procedure 
both by mail and by person, has become a more pressing problem with 
the growth of international air transportation. However, the FDA car 
afford to have an inspector from the New York District at the New 
York International Airport only two days each week, while the other 


government agencies concerned have daily coverage thers About 80 


~ 


per cent ol the imports subject to regulation must be Stamped (tt 


without even examination Less than 10 per cent are an pled hor 


laboratory analysis 


Conclusions and Recommendations 


(1) Additional funds and staff should be provi 
District Othces to give greate! and more frequent 
principal food and drug programs discussed 
the projects set forth in (Appendix |: and as may be required to 
ment the specifi recommendations which foll 
should be effected on a graduated basis, alli 


thorough training and indoctrination of new per 
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should be given to determining for each district the level of personnel 
at which it might be advantageous to plan the establishment of addi 
tional District Offices. 

(2) The District Offices of the FDA should be housed and equipped 
more adequately. It is suggested that a laboratory equipment standard 
be established, based on the items of equipment and replacement prac- 
tices which would normally be found in an industrial installation of 
similar size and purpose. New equipment should thereafter be pur- 
chased in accordance with a predetermined schedule insofar as possible 


(3) There should be more adequate coverage of imports to pro 
vide for: 

Examination of a greater number of shipments at a greater number of ports 

Increased supervision by Washington of day-to-day import operations of 
the field staff 

Visits abroad by FDA personnel to learn foreign practices and processes at first 
hand, and from this information to establish more selective types of import control 

(4) Responsibility should be fixed at headquarters for the indo« 
trination and training of inspectors and chemists. Execution of the 
program should be accomplished by the districts, with the assistance 
of the appropriate Washington divisions. There is a need to have 
more field people go to the Washington office for “refresher” visits 
and for Washington personnel to provide brief demonstration and 
instructional courses in the districts. 


(5) Education, information and interpretation activities should be 
a regularly planned part of field operations, coordinated policy-wise 
and program-wise from a central point at headquarters, and supported 
in each district by a specific allocation of funds for this purpose. Par 
ticipation of District Chiefs, Chief Inspectors and Chief Chemists in 
State, industry and association meetings should be stimulated and 
planned, and suitably supported with funds for the travel involved 

(6) Action should be taken to develop more effective collaboration 


between FDA and other Federal, and State and local agencies in 
the field. 


(7) The following action is suggested with respect to planning 
and programming: 


Better work measurement techniques should be de veloped 

The relatively large proportion of time required for activities other thar 
establishment inspection should be periodically reviewed for possible savings 

he variations in the number of inspections made in each district and the 
average amount of time spent per establishment visit should be carefully studied 
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to ascertain the degree to which these are caused by var 
nature of the workload and territory 

Standardized procedures and torms should be developed tor district 
purpose > 

(8) Consideration should be given to permitting District Chiefs 
to refer directly to the U.S. Attorney a greater number of foods than 
can now be handled through this shortened procedure. “Direct refet 
ence,” as it is termed, should be permitted when essential to obtain 
seizure of certain products which are likely to move beyond surveil 
lance before reference through Washington can be accomplished 


Paper work as well as time might be saved 


(9) There should be better internal communication from Wash 
ington to the District Offices so that held stafts will be fully informed 


of Washington thinking 


SECTION 4—INTERPRETATION, EDUCATION AND INFORMATION ACTIVITIES 
FDA Responsibility 


Section 705 of the Food, Drug, and 
amended, reads as follows 


(a) The Secretary shall ca 
summarizing all judgments, decree 
Act, including the nature 
~ecretary may also cause to be 
ce vices or cosmetics in situate 
mminent danger to healtl or 
I mn shall be construed t 


illustrating the results of 


Che authority of the FDA to use educational means 
obtaining compliance with the law never has been questio 


‘s of the | DA could include the following 


Organization and Resources 


Che Commissioner's responsibility for the pl 


of interpretation, education and information ac 


the following 
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In the Office of Commissioner 
1 Food and Drug Officer 
1 Secretary 


In the Editorial Branch, Division of Business Operations 


1 Information Specialist 
1 Publications Editor 

? Editorial Clerks 

1 Clerk 


These seven people constitute five-sixths of one per cent of the 
enforcement positions in FDA, and all of them do not devote full 
time to this work. This is exclusive of the personnel in certification 
and seafood inspection, which is financed by fees from industry and 
which has little educational work. One Printing and Publications Clerk 
in the Editorial Branch is paid from certification funds 

The FDA’s allotments for publication printing and reproduction 
services of all kinds are made to the Chief, Editorial Branch, for con 
trol and requisitioning purposes, and are used to support FDA activi 
ties in veneral These allotments totaled approximately $36,000 in 1954 


Activities 

The present media and activities of the FDA which directly or 
indirectly serve its interpretation, education and information functions 
are reviewed in detail in Appendix O 

The Food and Drug Officer, since 1951, has been an Assistant to 
the Commissioner whose duties are officially described as including 
both “educational information work” and “an active part in formula 
tion of policy, drafting of new regulations, contact with trade and 
consumer organizations, and other administrative duties.” He states 
that three-fourths of his time is devoted to answering individual in 
quiries from the press, public and regulated industry 


The Information Specialist heads the Editorial Branch and is 


supervised by the Chief of the Division of Business Operations. Ths 


Information Specialist is primarily concerned with work on publica 
tions which are circulated on a selective basis to the regulated indus 
tries, consume.s, trade associations, importers, s¢ rentilk prote ssional 
organizations, etc., to advise them of the requirements of the Act i 
order to promote cooperation and voluntary compliance. These pub 
leations include such things as “Notices of Judgment” and the “Annual 
Report,” both required by law, and the “Federal Food, Drug, and 
Cosmetic Act and Regulations,” “Food Standards,” “Import Require 


ments,” and other technical publications authorized by law as adjuncts 
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to enforcement activities. None of these n 
tions for ready understanding by the layn 


In addition these employees prepare the m« 


Keview” for the information of its own empl 
State and city officials; arrange for contr 
reproduction for the entire FDA; order 
irculating lists for scientific journals 


itistics tor legal actions, et 


Notice ol Judgment 


n. This document 


lhe basic medium for complying with 


inctly not a “news” publ 

which it is prepared and be 

it. The delay in publication 

assistance to prepare the Notices 
reported promptly. The publication and di 
consumes the major portion of all the m 


Food and Drug Administration for “publi 


\ consumer or member of regulat 

interview at the FDA or at a District Ofh 
regulatory campaign 1s started. the FDA issue 
idministrative policy where there is doubt on the 
i! dustry as to the leg lity of a practice of 
programs to correct serious violations have beer 


entirely through education Vhile the Administr: 


effort is directed primarily at preventing violation 
shown that education cannot be substituted entirely for 
Punitive actions to “bacl up” ettorts along iInftormationa 


been found essential 


Che publicizing of legal actions through Notic¢ 
required under the law, and the FDA has found that tl 


aluable eT ds esse tial to the nulla 


interest 


leterrent effect 
al effect on the 
nsumers on their guard 


em of the requirements of the 


Observations 


he basic objective for the interpretation, education 


tion activities of the FDA is to create understanding 
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The industries subject to regulation 

The consumer public (and its representatives in Congress) 

Related Federal, State and local agencies, with respect to the Food 
and Cosmetic Law and related Federal laws, and the operations of the 
and Drug Administration 

The more complete the understanding on the part of industries 
concerned, the greater should be the compliance and the less costly 
the enforcement 

The greater the public knowledge, the less difficult it should be 
to obtain the funds necessary for adequate enforcement. Further, the 
public will tend to demand compliance 

FDA officials indicate that they are inhibited to some degree by 


Che Administrative Procedure Act, which requires that anything that inter 
prets the law must be formalized and put in the Federal Register 


Apprehension regarding Congressional misinterpretation of educational effort 
as being promotional; 

Pressures from Congress and industry to prevent FDA reporting the results 
ofits investigations 

This Committee has examined carefully the existing circumstances 
concerned with whom, how often and in what way the FDA is effecting 
communications for the purpose of interpreting the law, promoting 
compliance through education and disseminating information to those 
who ask for or require it. The findings of this examination are pre 


sented in the following paragraphs: 


Relative to the consumer public 


(1) The FDA is not making adequate use of its statutory author 
ization (Sec, 705) to issue various types of information for the benefit 
of consumers. The general public is very poorly informed of the pos 
sible hazards to which it is exposed, the protection which it can have, 
and the activities of the FDA. It is very probable that less is known 
today about the food and drug laws than was known in 1906, following 
the enactment of the original statute. Yet, the public is entitled to 
know of the nature and degree of protection afforded under the laws 
and which its tax dollar provides. An informed public can make the 
FDA dollar go further by stimulating more self-regulation on the part 


of industry 
(2 


2) The few public information documents issued by the FDA 


such as the monthly press report, are effective in proportion only to 


their acceptance and further dissemination by such media as the trade 


and general press, radio or television, or by direct mailing on request 





REPORT ON FOOD AND DRUG ADMINISTRATION pace 485 


to interested persons or firms. These publications tend to highlight 


violation without due reference to compliance 


(3) “Ouae kery "and economi cheating cannot be dealt with ade 
quately by legal action alone. Education of industry and the publi 
may be of equal, if not greater, importance. Exposure and publicity 


are essential to combat these violations 


(4) Education of the consumer public with respect to the protec 
tion to which it 1s entitled by law need not be misinterpreted as adver 


tising or promoting the FDA 


Relative to industry 

(1) Education ts not a substitute for legal sanctions and enforce 
ment measures must be available, but more compliance per FDA dollar 
spent can be achieved through a stronger combination of education 


with enforcement 


(2) The FDA’s program of reporting and interpreting the law to 
the affected industries is more extensive than its reporting to the 
public. An appreciable amount of time is devoted to such duties as 
answering the questions of the regulated industries, advising firms 
regarding their production and labeling problems, preparing requested 


talks and papers for trade, scientific and professional groups, and 


participating in other educational effort to promote complhance with 


the law 


(3) The trace press correspondents and trade associations cle ‘ 
creditable job of informing the food, drug, and cosmetic industries 
regarding FDA policies and activities. However, there is insufficient 
utilization by the FDA itself of popular and informal means of com 
munication in contrast to the formal material couched in technical 


or legal terms 


(4) There ts need for more educational activity on a positive 
preventive basis in addition to that which comes as a by-product of 
contacts in the course of establishment inspection and other routine 


entorcement ettort 


(5) lhe interest, cooperation and support ol responsibl: clement 
of industry are not being used to the extent they might be to inspire 
more selt-regulation, inform and educate the public and increase the 
return on the FDA dollar. In this regard, it is noted with much 
concern that the inadequacy of the FDA enforcement with respect 


to the unscrupulous “fly-by-nights” and “fast-dollar” producers creates 
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resentment among the responsible firms who are complying with 


the law 


Relative to federal, state and local agencies 

(1) More effective use of the cooperation of these other agencies 
can be made for the education of industry and public with respect to 
the Federal food, drug, and cosmetic laws and their administration 


(2) Lack of staff and travel funds prevents the FDA from having 
representation at many meetings and conferences of State and local 
food and drug officials and before which an FDA official is often invited 


to speak. Thus, opportunities to do educational work are lost 


Organization for these activities 

(1) The existing organization of the FDA is inadequate in num 
ber and talent to develop and direct the program and methods of 
education of the general public and industry that are warranted 

(2) In FDA, the responsibility for interpretation, education and 
information activities is dispersed, not clearly defined, and not fully 
covered. Ina general way, activities are divided between an Assistant 
to the Commissioner and the Chief of the Editorial Branch in the 
Division of Business Operations, but much is left to the inclinations 
and skills of the individuals having industry contacts. As a result, 
there is no comprehensive education program either in Washington 
or at the district level. 

(3) The number of people assigned to educational activities is 


inadequate in comparison with the size of the organization and its 


responsibilities. They represent approximately five-sixths of one per 


cent of the personnel engaged in enforcement and only about one 
fourth of one per cent of the enforcement appropriation 

(4) Apprehension of Congressional misunderstanding of educa 
tional work, lack of a positive policy and program, and insufficient 
staff and travel funds are among the major causes of the foregoing 
weaknesses 


Conclusions and Recommendations 


The Committee recommends: 

(1) That there be established in the Commissioner's Office a 
Division of Educational Operations, staffed with properly-trained per 
sons to develop and direct a broad, well-coordinated program aimed at 
promoting compliance through information and educational effort 
directed to the public and industry. The present Editorial Branch 
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of the Division of Business ¢ Iperations and the functions of the Food 


and Drug Officer in the Office of the Commissioner should be included 
in the proposed new division. (In view of the organizational recom 
mendations made with respect to study subject No. 1, serious con 
sideration should be given to the grouping of the Division of Business 
f Program Planning, and proposed Division of 
Educational Operations in the Commissioner's Office.) A qualified 
person at a high level should be obtained to direct this program. It 
of career officers would 


Operations, Division o 


is not likely that the training and experience 
develop the desired qualifications 


2) That FDA’s overall planning and programming include educa 


(2) 
tional activities related to the public and industry, and the necessary 


funds therefor 


(3) That a fixed portion of not less than one and one-half to twe 
allocated regularly tor 


per cent of the total enforcement budget be 


tivities supporting enforcement 


the informational and educational ac 
programs (including the fulfillment of statutory publication require 


ments, such as Notices of Judgment). The expenditure of this money 


seems warranted because it 1s likely to make the enforcement dollars 


go tarther 


~ 


(4) That Specific action be taken to 


terms against ¢ 


respect t 


establish arrangements for the FDA to work with industry 


(9) 


movements (rather than individual company sponsorships) to harness 





le cele 
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the tremendous amount of enthusiasm, talent and financial support 
which could be available in support of educational and informational 
objectives of the FDA 

(6) Plan to lift the conscience of industry through getting it to 
assist the FDA in educating itself and the public, and to identify 
ethical industry as being fully in support of the FDA. Specifically 
the 50th anniversary of the original Act (1956) might be the occasion 
for a great educational promotion to which industry talent in this field 
might be contributed. Through key top leaders in industry the col 
laboration of the National Advertising Council might be obtained for 


this and other projects. 


SECTION 5-A—FOOD PROGRAMS 
Responsibility 


The responsibility of the Food and Drug Administration in the 
area of food is governed primarily by Chapter IV, of the Food, Drug 
and Cosmetic Act of 1938, as amended, which prohibits the movement 


in interstate commerce of any food that is adulterated or misbranded 


This portion of the Act: 


Authorizes the FDA to establish standards of identity, quality, and fi 
container; 

Prohibits false or misleading labeling: 

Provides for control by temporary permit under certain conditions; 

Authorizes the establishment of tolerances for poisonous ingredients in 
and the certification of coal-tar colors for food; 

Imposes conditions on the sale of oleomarwarine and the serving 
public eating places; 

Provides for the establishment of tolerances for residues of pesticide chemicals 


in or on raw agricultural commodities 


Organization and Resources 


The FDA headquarters units primarily concerned with food pro 
grams are the divisions of Food, Microbiology, Pharmacology, and 
Nutrition. The functions performed by each FDA organizational unit 
are shown in Appendix C-1, and Appendix D indicates the number ot 
employees and the budgeted salaries, together with an estimate of the 
per cent of enforcement time spent for each of the major areas of foods 
drugs and devices, and cosmetics 

The overall food program is of major significance. The Division 
of Food, with 31 employees, deals exclusively with this subject, and 
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approximately sixty per cent of the project time of the field organiza 
tion is being devoted to food matters. More than half the total en 
forcement time, effort, and funds of the FDA are expended on food 
programs 

Activities 


FDA currently has 19 projects in the field of food, as listed 


Appendix E. These, in turn, are implemented by a series of regulatory 


programs 

As in all other areas FDA pives first priority in food programs 
to controlling obvious health hazards Filth, decomposition, and in 
sanitation constitute the next priority, and economic violations are 
considered last. These priorities have become increasingly significant 
as the FDA statf has been reduced because of restricted appropriations 

Problems involving potential danger to health—such as under 
processed foods, disaster-struck areas of food storage, and food-poison 


ing complaints—receive prompt and close attention. Work in the 


second priority, however, is restricted to the most serious cases of 
failure to comply with standards of good manufacturing practice. Food 
standards work has been almost at a standstill With respect to 
economic violations, work on a planned basis has not been carried on 
except for the most flagrant abuses \ small amount of work in thi 


category is conducted incidental to enforcement of higher-priority 
activities 

Because the tood program ts the large st, leva action have been 
more numerous in this than in other fhelds Food violations are 
pecially common in the second priority, since food is more e; 


contaminated than drugs and cosmetics \ppendix P-2 provi 
action and by priori 


summary of legal action by type of 


drugs, and cosmetics in recent fiscal vears 


Observations 


Comment and conclusions are presented separately with re pect 
to each of six subtonics. as follows Food Standard (Chemical Ad 
ditives ; Principal Food Commodity Groups; Current Special Project 


} ith It Sanitation at d Dec OMposition ; and Pesti ice 


Food Standards 


FDA has legal authority to establish, with some ex: eptior tand 


irds of identity, of quality, and of fill of container for foods “when 
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honesty and fair dealing in the interest of the consumer will be 
promoted.” The full use of this broad power, while undoubtedly com 
mendable in the spirit of the quoted language, would be a tremendous 
undertaking. In view of the practicabilities of available time and funds, 
limitations have to be exercised in the application of the delegated 
authority 

Since 1938, FDA has established many sorely-needed standards 
These have protected the integrity and quality of foods in which 
consumers, because of the frequency with which such foods are used, 
are entitled to find reliable attributes of purity, nourishment, flavor, 
color, and uniform composition; and under fill of container, non 
deceptive packaging. They also have created criteria by which the 
industry may be guarded against unfair competition. These objectives 
are necessary, and should be continued to the maximum extent pos 


sible consistent with efficiency and public interest 


There have been occasions in the past where the limited resources 
of FDA may have been diverted to areas of little controversy. In 
view of budgetary limitations, it is suggested that enforcement of such 
standards be minimized and that the creation of standards in the 
future for foods of comparable status be avoided whenever possible 


With advances in food technology and changes in American food 
habits, there are many items, particularly in the “convenience” food 
field, for which standards are urgently needed. These include, among 
others, such products as frozen fruits, frozen juice concentrates, frozen 
fish of many species, canned salmon and tuna, frozen vegetables of 


several varieties, and frozen fowl 


Chemical Additives in Foods 


FDA responsibility on the subject of chemical additives is de 
scribed under Secs. 402(a)(2) and 406 of the Act, wherein it ts 
required to preclude the use of any unnecessary and avoidable poison 


ous or deleterious substan ein food. 


Chemical additives involve all of those substances not natural to 
a food in its basic or purest state which are used by manufacturers to 
affect the normal characteristics of the food. Several years ago, in 
formed sources estimated that such substances in regular usage num 
bered in the hundreds. These materials are generally, but not always, 
used for desirable or healthful ends, such as preserving of nutritive 


values, prevention of spoilage or decay, improvement of appearance, 
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promotion of softness, tenderness or flavor, et In other, and raret 
instances, the substance may be used solely for the purpose of dis 
guising the inferior quality of the food. There is general use of these 
materials by the food industry and consumers have frequently, through 
preference or demand, as in the case of bread softeners, made such use 


almost mandatory 


lo cope with its present statutory duty with respect to such ma 
terials, the FDA finds itself faced with the problems of discovering 
the fact of their use and of determining the necessity and effect of 


such use 


It is estimated that there are thousands of establishments (100,000 
estimated) in the United States in which additives may be used in o1 
on foods which go into interstate commerce. Yet the present FDA 
staff is able only to inspect slightly more than 10 per cent of these in 


any one yecatl 


Industry has at its disposal, and is using, thousands of scientists 
who are constantly developing new additives, or new means of putting 
old ones to advantageous use. Many of these substances, and ther 


uses, are highly complex in nature, and frequently secret. Thus, undes 


present law, the KD \ hasa need for expert tec hnologists, with mode rm 


anal yti al equipment to create means of identity ing additives in food 

Then it must devise and conduct involved tests to ascertain the el 

ments of acute and chronic toxicity. Finally, it must determine whether 
the use is necessary and unavoidable 


From time to time, it has been said that the FDA overtechnical 


in its interpretation of the terms “necessary and unavoidable” and 


thereby precludes the use by industry of substances claimed to be e 
sential to providing the consumer with better foods at lowes price 
FDA also has been charged with being too stringent, even unrealistic 
in its appraisal of what ts “poisonous or deleterious,” particularly in the 
realm of chronic toxicity. While there is some evidence these charge 
may have been true in a few isolated cases, in the area of prevention 
of food poisoning FDA stands on firm ground, and the errors made 
have been in human zealousness for a humane causs It is to be 


doubted that they were made, or will be continued as a matter of policy 

In the field of chemical additives FDA has a tremendous re 
sponsibility whi h is becoming increasingly difficult to appraise Its 
personnel and facilities have been grossly inadequate in a most 


hazardous area 
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It is understood that an amendment of the Act has been proposed 
which would provide for the pretesting of “new chemicals” in foods 
by manufacturers of chemical additives. It is expected that this 
legislation, if adopted, would materially affect the responsibilities of 
the FDA in this area by simplifying some existing responsibilities and 
adding others, and would require a complete reappraisal of currently 


overextended resources 


Principal Food Commodity Groups 


The principal food commodity groups affected are to be found in 
Appendix E. In general, it is apparent that FDA’s activities have 
been directed to the prevention and correction of bad conditions in 
only the most critical cases. There has been little time or facilities 


for anything else. 


It is true that FDA has been charged with overzealousness in its 
enforcement techniques, in emphasizing programs where the health or 
economic importance was not of primary importance. But frequently 
such activities have been necessary to nip in its incipiency a course of 
conduct which would lead to flagrant abuses and substantial injury 
Unquestionably, FDA enjoys a reasonable, cooperative reputation with 


responsible representatives of the industry, and the major sources of 


complaint against it seem to be from that small group of marginal 


operators who exist in every enterprise 


In general, FDA’s programs are well organized to effect the most 
reasonable working control with and over all the food producers, in 
substantial proportion to the frequency of hazards and prospective 
violations of law involved. Some changes could be made looking 
toward improved efficiency, but the facilities and time are lacking 
for a truly adequate planning for these, and even then, with existing 
fund limits, such may merely result in a shifting of the risk, with little 


reduction of it 
Current Special Projects 


In addition to its normal activities, FDA currently has a large 
group of special projects which require attention. These arise out of 
unusual economic or trade situations and are usually of an urgent 
nature. All are designed to afford more adequate protection to the 
consuming public and industry under the law and all would be bene 


ficial. It appears a few of these special projects are of lesser true 





REPORT ON FOOD AND DRUG ADMINISTRATION PAGE 493 


public importance, but the overwhelming majority involve serious 
situations, the control of which is imperative 


Complexities arising out of the growth of volume, new products 
technological developments in production, and new marketing tech 
niques in such food fields as bakery, cereal and macaroni products 
beverages, dairy products, fish, frozen and concentrated fruit juices 
poultry, and special dietary food have imposed a greater burden than 


the FDA with its present limited staff can meet 


The recent grain sanitation program, handicapped as it was by the 
huge volume of goods involved, the large percentage of this commodity 
held in Government storage programs, and the conflict of interest with 
the Department of Agriculture, presents a very complex problem for 
the FD \ and the Federal Government 


With the pressure of routine activities, FDA has insufficient 
facilities to do more than seratch the surface of special problems which 
are arising constantly and, even if they do so, their general program 
sulters The great mayority of these projects are essential tor the 
protection of the publi health and the e« onomic status of the affected 


industries 


Filth, Insanitation, and Decomposition 


One of the most important phases of FDA's statutory responsibili 
ties is the control or elimination of filth, insanitation, and decomposi 
tion. All are real problems in the food field, because insect infestation 
and rodent contamination are constant threats, the raw materials are 
subject to rot or deterioration, and because of the size and number of 


processing and handling establishments 


The courts have long ago decided that proof of immediate or 
incipient injury to health is not essential to the establishment of a 
violation of the law prohibiting filth, insanitation, or decomposition 
But it is on the more important health considerations that FDA 
has concentrated most of its control activities. With the vast number 
of establishments and conditions involved, it hardly has been able to 
do otherwise \W hile there have been complaints that the | DA ha 
been too te« hn al or fastidious in its approat h and the pre ponderances 
of legal actions appear to have involved seemingly innocuous cor 
ditions, in the yreat majority of cases it appears that FI)A’s or 
was motivated by more essential matters In many instances. the 
deleterious nature of the offense is of more serious potential than is 


matent It is obvious that these conditions breed upon themselves 
] | 
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frequently to the point where real hazards are created. The FDA 
should not be subject to criticism for following the axiom of “an ounce 
of prevention,” particularly when it lacks the facilities to effect the 


“pound of cure.” 


It is clear from the facts set forth earlier in this section that FDA 
requires a larger force to do really effective work in controlling filth, 
insanitation, and decomposition. At the present rate of inspection the 
statistics would indicate that among all food establishments any one 
would be inspected only on an average of once every sixty years 
Actually, FDA does much better than that, because of its basic health 
objectives, and may visit some locations several times a year. Yet it 
is known that some important food concerns have not been inspected 
for many years. Since the problem must always be one of selection 
some suggestions for improved efficiency are set forth in the recom 


mendations at the conclusion of this section 


The FDA, can, perhaps, more appropriately re-evaluate its policies 
on this point than on any other on this subject. Even if it does so 
drastically, it is still apparent that its facilities are inadequate properly 


to cover the industry 


Pesticides 


In 1954, the Food and Drug Act (Sec. 408) was amended to pro 
vide protection to the consuming public against pesticide residues 
which may be used on agricultural commodities during the course of 
thei produc tion This was required because of the increasing use of 
these materials and the substantial evidence of their residual toxicity 
which would be carried over to the food even after processing The 
amendment, in effect, requires a pre-certification as to the usefulness 
of a pesticide and thereafter the establishment of tolerances by the 
FDA for the quantities of the material which may be in or on the food 
at the time of its processing. The statute contains very involved pro 
cedural conditions in an attempt to provide adequate protection for 


the legal rights of all concerned. Unfortunately, these procedures 


require the prompt and concentrated attention of the Food and Drug 


\dministration 


Recently, FDA published the required regulations under the 
statute. While it is too soon to evaluate fully the problems which 
these and the law will impose on the Administration, it is clear that 


it will place substantial burdens on its facilities and personne! 
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Conclusions and Recommendations 


There are areas of administration and enforcement where FDA 
possibly could improve its techniques. While these would serve to 
improve its scope and coverage of food programs, they would still not 
permit it to attain the essential protection for which the law was 
designed. The Administration is presently operating on the equivalent 
of a pre-war budget, while the unit volume of foods which it must 
control has undoubtedly doubled. Meanwhile, by amendments in the 
law, its responsibilities are probably at least twice those that existed 
ten years ago It seems unreasonable to ask any re » 1 “ 
quadrupled task with tools originally made available for one It i 
therefore urged that the funds and manpower required to provide 
adequate coverage ol food programs be assured and that provision 
be made to supply the additional money and manpower needed to 


effect the specific recommendations listed below 


(1) The standard-making procedure is an extremely time-con 
suming and expensive one, because of the requirements of the law and 
a desire to protect the interests of affected parties While it i 
recognized that these procedures are desirable in the interest of fairne 
and the preservation of legal rights, every reasonable step should be 
taken to reduce them to an absolute minimum ro this end, it i 


recommended that: 


Wherever possible standards should be pr: 
’ ' 
make possible their adoption under 11 
W1(b)) 
Means should he explored, developed ane 
ot subsequent litigation, the technicalities 
Standards should be proposed primarily 
attention should be directed to areas where 
ards should be sufficiently flexible 
last item above, for the improvement 
new Varieties or torms 
Enforcement should be advisory at firs 
<t | 


intial abuses 


(2) The comple xities of existing standard making 


have brought the FDA’s etlorts, under present budgetary 


practically to a standstill. This should be corrected 


(3) Pending the adoption of the proposed amendment 


for the establishment of legal standards for new chemi 


cooperation with the manufacturers themselves 


that the FDA improve its program on chet 
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Fostering optimum cooperation with and from manufacturers so that t 
will consult with FDA concerning the use of additives before such use; 

Publicizing to the industry its recommendations on additives and their 

Making its standards of “necessary and unavoidable” and “poisonous and 
deleterious” as realistic and flexible as is consistent with practical health and 
major economic considerations; 

Concentrating its inspections for additive use on those segments of the food 
and food chemical industries which have not established an unwavering policy 


of integrity and responsibility 


(4) Time has been short to analyze fully the effectiveness of FDA 


in each of the food fields affected to give a basis for specific and 
detailed criticism. And, in light of the limited funds previously avail 
able to the FDA to cope with the magnitude of its task, such criticism 
would be unfair. With this as a continuing major premise, these gen 
eral recommendations are offered: 


Some organizational realignment of the Divisions of Food and Nutr 
may be indicated to prevent overlapping 

Some FDA laboratories may have duplicate facilities for food testi 
consolidation may be advisable 

Inspections seem to be at a low rate per man. Some formalities, paper 
and detail may be eliminated to increase coverage and better techniques « 
measurement and of productivity should be developed 


Some commodity groups have a higher rate of ascertained violations 


others, but the frequency of inspections of such commodity plants is not al 
proportionate to the violation rate or the commodity importance from the 
of view of volume and hazards. Better statistical analysis facilities would 


to be worth investigating 


Educational programs tor mdustry wi uld serve to keep it better intormed of 
FDA principles This should imclude much broader dissemination of FDA 
policies and standards through food associations, journals, press releases, trade 
correspondence, letters of warning, etc., before the principles are first made 
known through a legal proceeding The Committee wishes to call p: 
attention to this 

Liaison with manufacturers and their technical groups should 
to keep FDA abreast of current developments 

Effective food law enforcement by State and local officials should be enc« 
awed and deve lope d 

Legal action against food establishments should be reserved for flagrant or 
deliberate practices seriously hazardous to health or of substantial economi 
importance More effort should be made informally to effect voluntary compli 
ance in cases of lesser violations, particularly if it is not apparent that the 
violations arose out of policy or intent 

Manpower should be conserved for more important programs through the 
application of realistic concepts of dangers to health or economy, including the 
advance analysis of consumer and industry injuries or complaints 

Limit the dissemination of news of violative practices by industry and 


accent the positive aspects 
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Encourage food groups to improve thei ractices among themselve 
by fostering informal commodity and product standards of purity, labeling, and 
sanitation, and provide them with all possible assurances from other branche 
of government that such efforts will not bring them hazards under other laws 


(5) In order to meet the requirements imposed by the increasing 


complexity of current processing and marketing developments, it is 
necessary to increase the number of man-hours devoted to projects 
designed to meet these special problems With respect to pe ial 


dietary foods, it 1s specifically recommended that the FDA develop 


revisior tf the Admuinistrati 


(6) In addition to certain of the recommendations under number 
4 above, the Committee recommends the following specific steps 
means of improving efhciency and increasing selectivity 1 
or elimination of filth, insanitation, and decomposition 

Devel ( ical and administrative met! 
mining condition hich present actual healt! 


from those which, while violative of law, are 


of such methods 


Encourage the greater use of judgment 
selection of inspection subjects and tor the 
particularly where the imtegrity of the tood concert 
or ascertainable { uniform approach to the problen 
Inspe ctors 18 advisable and needed 
(7) In view of the anticipated increased workload which the ree 
Pesticide Amendment will undoubtedly impose upon the FDA 
recommended that the Administration 
Obtam facilities and personnel for the development 
techniques, both qualitative and quantitative 


Work with industry to define reasonable and realistic toxt 
which can only be developed through time-consuming laborator 


Inform its field personnel in the application of the standard 


SECTION 5-B—DRUGS AND DEVICES PROGRAMS 
FDA Responsibility 


The Food, Drug, and Cosmetic Act requires the approval of new 
drugs The Act also prohibits interstate commerce in adulterated 
or misbranded drugs and devices, and a number of practices concerning 


drugs and devices 
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A drug or a device is considered to be adulterated if: 


It contains any filthy, putrid, or decomposed substance; 


It is prepared or held under conditions that may contaminate it with filth 
or render it injurious to health 


It 1s packaged in a contamer that may render the contents injurious to health: 
It contains an uncertified coal-tar color; 


It purports to be a recognized drug but its strength differs from, or its quality 
or purity falls below, the standards set for that drug in an official compendium; 


It purports to be a drug of certain strength, purity, or quality when it is not 
\ drug or a device is considered to be misbranded if 


Its labeling is false or misleading or if it does not include the name and 
address of the manufacturer and a statement of quality of contents or other 


mandatory information; 


Words or statements required on the label are not sufficiently prominent 
l I 


and unde rstandable; 
It is a habit-forming drug but not labeled as such; 
The label does not bear the common name of the drug and the active ingredients 
Adequate directions for use are not included; 


It is not packaged and labeled as prescribed in an official compendium and if 


it is a drug likely to deteriorate and is not packaged and labeled appropriately; 


‘ 
1s 


It is, or purports to be, insulin or one of the specified antibiotics unless | 
from a batch certified by FDA; 


It is violative in any of several other ways 


Exemptions from the labeling or packaging requirement may be 


made by the Secretary under certain conditions 


Organization and Resources 


The FDA technical divisions primarily concerned with drug 
programs are the Divisions of Medicine, Antibiotics, Pharmaceutical 
Chemistry, Pharmacology, Microbiology, Nutrition, and, to a slight 
extent, Cosmetics. The functions performed by each organizational 
unit are given in Appendix C-1 and the number of employees and the 
budgeted salaries, together with an estimate of the per cent of time 
devoted to food, drugs, devices, and cosmetics, are shown in Ap 


pendix D 


In the fiscal year 1954, somewhat less than two-fifths of the total 
project time of the held service (exclusive of certification activities) 
was devoted to drugs and devices. This compares with three-fifths for 


the food program. 
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Activities 


Major programs and priorities. The FDA has eight major projects 
in the field of drugs and devices: 


Vitamins 

Drugs, human—nonprescription 
Drugs, human—prescription 
Drugs, veterinary 

Multiple drugs 

Antibiotics (uncertified) 
Devices 


Improper sale of prescription legend drugs 
] I I I 
Special activities with relation to these projects include 


lhe control of the illegal sale of prescription drt 
Che examination and approval of new drugs 


Che certification of insulin and certain antibioti 


Priorities are the same as those set out in Section 5-A with regard 
to food, but the major problems are almost exclusively in the first 
priority——hazards to health. There is some activity in the second 
category, which concerns insanitation and decomposition, and a little 
in the category of economic cheats 


Coverage. FDA estimates that of the 8,300 establishments that 


manutacture, ship, or store drugs or devices in substantial interstate 
commerce, reasonable coverage would require that a minimum of 4,150 
1954, however, only 1,614 


vcle 


be Inspec ted every year In the fiseal vear 
establishments were inspected. The total number of inspections m 
of these establishments amounted to 2,416 (including reinspection 


Legal actions. Drug and device violations serious enough to 


result in legal actions increased in the vear 1954, although the enfores 
ment staff had dropped in number \ comparison of legal action 


taken regarding food, drugs and devices, cosmetics, colors, and 
poisons appears in Appendix P-2, classified separately by 


action and by priority 


Improper sale of prescription drugs. The Durham-Humphr 
Amendment to the 1938 Act was made Se W3i(bjy(1) and became 


effective April 1, 1952. This activity deserves special comment both 


because it 1s recent and because it is the largest portion of the drug 


program, as measured in terms of FDA man-hours expended The 
FDA's enforcement program to control the ill J sal f restricted 


drugs has been primarily concerned with over-the-counter sales in 


retail drug outlets, which are reported to number about 55,000. In the 
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fiscal year 1954 it constituted abmost a third of the entire drug and 
device program and was responsible for about three-fourths of the 
prosecutions, Before the amendment, prosecutions could be brought 
only by a charge of misbranding. The upward trend in number of 
over-the-counter and prescription refill prosecutions is shown as 


follows: 


Fiscal Years IGAI-AY 1950 195] 1952 1953 1954 
Number of Prosecutions ll.4ayr 53 R5 65 11] 113 
(Avg.) 


Although this activity could be handled by municipal and State 
authorities, some of the States lack appropriate legislation, and many 
States that do have adequate laws in this respect fail to enforce them 
Controlling the illegal sale of prescription drugs has therefore become 


largely a Federal activity 


New drugs. No person may introduce or deliver for introduction 
into interstate commerce any new drug unless an application is filed 
with FDA and approved 

Time is a matter of much importance in passing on new-drug 
applications, because of the advantages in terms of competition, pres 
tige, capitalization of investment, sales volume, and the initial profits 
that accrue to the applicant upon approval of the drug. 


The Act states that a new-drug application will be effective on 
the sixtieth day after filing, unless additional time is requested by the 
Secretary, after notice in writing to the applicant. This extension may 
not exceed 180 days from the date of the original filing of the application 


It is estimated that 90 per cent of the complaints received by the 
FDA relative to the processing of new-drug applications are concerned 
with the time involved in getting the FDA to act. Factors affecting 
the processing time have been: 

Small staffing and weakness in supervision of the Division of Medicine 


Variations in the volume and complexity of new-drug applications. (The 
submission of a series of supplementary applications on diethylstilbestrol, in par 
ticular, has recently given the New Drug Branch an unprecedented workload peak.) 


The fact that additional staff cannot be quickly recruited or temporarily hired 
because of the technical nature of most of the work and the low salaries paid 


The policy of working on the oldest application first, regardless of ‘ts 
complexity 

The FDA regards the present backlog of applications as unde 
sirable, but believes it is making progress in reducing its size. It has 
expressed sympathy with the impatience of industry in this matter, 
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but considers itself doing everything possible to alleviate the situation 


within the resources allowed it 


\ppheations and supplements pending in FDA as of February 28, 


1955, were as follows: 


Applications Supple 


/ 


Ps 
1? 


19 


and over 


Otal 
* Includes 127 recently received but unrecorded 


In addition to the time lag in the handling of new-drug applica 
tions, there is the problem of developing adequate tests to verify the 


accuracy of the representations made in the applications 


Observations 


(1) The personnel responsible for the direction and leadership of 
the drug and device program are career men who appear to be well 
qualified and who have a keen interest in the application of new ideas 
and new methods 

(2) The manpower available for assignment to drug and device 
programs appears to be well below the minimum required for the 
workload 

(3) There are indications that existing equipment is not being 
replaced at a satisfactory rate and that new equipment for Washington 
and the districts 1s not being purchased in proportion to the rate of 
technical progress 

(4) Current drug and device enforcement programs appear to rep 
resent minimum, or less than minimum, coverage of the field 

(5) The research and investigatory programs of the FDA ar 
handicapped in their efforts to keep pace with the advancement of scientific 
and technical knowl dge due to lack of funds 

(6) The FDA treats new-drug applications on a “first-in-—first-out 
basis and scrupulously avoids giving consideration to applications on 


any priority basis. This ts, in the opinion of the Committee, a proper 
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policy and is necessary in order to assure equitable and fair treatment 
of all applicants and to avoid charges of favoritism. 

(7) In connection with new-drug filings, there is, however, a tech 
nicality involved in the interpretation of the world “filing,” which has 
resulted in some hardships. An application is not “filed” until it is 
complete. The New Drug Branch of the FDA could wait until as 
many as 59 days have elapsed, at which time the manufacturer may be 
advised that the application is “incomplete.” The application may 
therefore be postponed almost indefinitely. This situation is further 
complicated by the use of the word “incomplete” by the FDA to 
indicate rejection on the grounds that the safety of the drug has not 
been established, or that the facilities and/or methods used in the 
manufacture controls or packaging of the drug do not meet the require 
ments established 

(8) The time required to process new-drug applications imposes 
a hardship on the applicant, and there is evidence that some improve 
ment in the procedures is possible 

(9) There is an urgent need to develop new and better methods 
of evaluating the effectiveness of drug programs 

(10) The development of an improved industrial and public rela 
tions program offers a significant opportunity for more effective con 
trol at a minimum cost. 

(11) There is an apparent need for an extensive training program 
for field service personnel as a necessary adjunct to the development 


of an improved public-relations program 


Conclusions and Recommendations 


(1) Additional funds should be appropriated and additional man 
power should be assigned to drug and device programs in order to 
achieve an adequate coverage of the industry and to support the recom 
mendations which follow. Modern laboratory equipment should be 
obtained where needed 


(2) Drug and device programs should be planned to include 


Further investigation of the side-effects of dangerous drugs 
More attention to the illegal sale of dangerous drugs 


More extensive work on therapeutic devices making false claims of diagnosti 


and curative properties 

Acceleration and clarification (as to requirements) of programs designed to 
bar imports of drugs and devices not in compliance with the standards of purity, 
quality and labeling required for domestic products 
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Special attention to the de velopment ol; ( I uraming closer 


cooperation with industry and with State and local food and drug officials on a 
much more intensive and much broader basis than currently experienced 

The development of a program designed to pro lose communication 
with and more complete information to mdustry ane onsumer groups as a 
means of pt ng enforcement of the laws. Special ; on should be given 
to the provision ¢ ore bulletins and statements of interpretation 


(3) With respect to the illegal sale of prescription drugs 


taken in the release ! 


juested to note the exact number 


1 be refilled o1 prescription form 


(4) A high priority should be given to reducing the new-drug 


application backlog to reasonable size and to preventing its recurrence 


(5) A task force consisting of a representative of the drug in 
dustry an FDA technical advisor, an organization and management 
expert, ar da re presentative ot he Commissioner's Office should be 


assigned to review procedures and methods to speed the processing 


of new drug applications Chere 1s evidence that procedure might 


be improved by 


Adoption a clear and standard termi 


Impr veer 0 ical procedures 


acknowledgment of ical receipt 
full publicity 


and tull unde anding ¢ | require 


Brancl 
applic itions 
requirements 
iT amend 
rdized methods 


compet! 


(f>) The stature, prestige, and salaries l } pro 
sonnel who must bear the burden of passing w drugs should be 
increased 


Consideration should be piven te the ‘ f ta committec 


(possibl similar to National Research Cour mmittees or the 
Advisory Councils of the Public Health Service advise the FDA 


on complex problems in the held of new drugs 
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SECTION 5-C—COSMETICS PROGRAM 
FDA Responsibility 


The Federal Food, Drug, and Cosmetic Act of 1938 defines “cos 
metics” to exclude soap and, in brief, prohibits interstate commerce in 


adulterated or misbranded cosmetics 
\ cosmetic is deemed adulterated if: 


It contains any substance which may render it injurious to users under the 
conditions prescribed by label or under customary conditions of use. (Coal-tar 
hair dyes which carry a prescribed cautionary label are specifically excluded.) 

It is packaged in a container which may render the contents dangerous to | 

It contains any filthy, putrid or decomposed substance, or 
held under conditions whereby it may have become contaminated 


It contains an uncertified coal-tar color. (Hair dyes are specificall 


A cosmetic is deemed misbranded if 


The label is false or misleading, or does not include name and address ot 


manufacturer and statement of quantity of contents, or other mandatory intormatior 


The package is short in weight or volume of declared contents, or the con 


tainer is made, formed or filled in such a way as to be misleading 

Most amendments which have been proposed to the cosmetic con 
trol sections of the existing law have not been supported either by the 
FDA or by the industry regulated, and there has been no broad con 


sumer demand for an amendment 


Organization and Resources 


Several elements of the FDA organization are involved in the 
cosmetics program, but none to any but a very minor degree in relation 
to other responsibilities 

The Division of Cosmetics develops, coordinates and directs the 
technical work involved in the examination of cosmetics, but only two 
employees are assigned exclusively to this work, with annual salaries 
totaling $12,500. Twenty-three other employees of this division, with 
salaries totaling $120,605, are employed wholly or mostly on coal-tar 
color work, which is distinct from the cosmetic program although 
organizationally entrusted to the Division of Cosmetics. The 1956 
budget estimate calls for an additional chemist (GS-7) for cosmeti 
work at an annual salary of $4,205. 

In the Division of Pharmacology a skin pharmacologist works 
primarily on the problem of skin toxicity related to the use of cos 
metics. The 1956 budget estimate calls for one additional pharma 
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cologist (GS-9) at $5,000 to assist in work stemming from the many 


new and unstudied ingredients used in cosmetics 


Determination of policy with respect to the safety of cosmetics ts 


a function of the Division of Medicine 


The field organization has the functions of inspection, sample 
gathering, investigations, etc., with respect to cosmetics, just as with 
toods and drugs. Inspectors are used interchangeably on foods, drugs 
and cosmetics and only a very small amount of their time is devoted 
to cosmetics 

Activities 

\s in all other FDA work, priorities in the cosmetic program are 
(1) hazards to health, (2) filth, decomposition and insanitation, and 
(3) economic cheats \t present almost all resources available for 
activity in the field of cosmetics are directed to the detection and re 
moval from the market of adulterated cosmetics which are or may be 
injurious to users. Misbranding is given little attention except as it 
may be found that a false or misleading label is endangering the health 


of users of the product 


(1) Investigational activities with respect to harmful and del 
terious cosmetics include: 

It pection of tactories tk determine current manufacturing practice 

Development of methods of analysis for cosmetic (The FDA considers 
especially necessary because of the secrecy which shrouds the formulae of 

Investigation of the effects of cosmetics upon users, ordinarily 
analysis of injury reports, also by testing upon animals 

(2) Regulatory activities include the recommendation to the De 
partment of Justice of appropriate seizure and prosecution actions 
which must be supported by development of information to justify 


Starting action and by factual and expert testimony in court cases 


Approximately 1,900 establishments manufacture, ship or store 
cosmetics in interstate commerce, or about two per cent of the esti 
mated total number of food, drug, and cosmetic establishments (96.000) 
significant to interstate commerce. These cosmetic establishments are 
distributed unevenly throughout the FDA's 16 districts, with the majority 
being within the New York (947), Chicago (211) and Los Angeles 


(159) Districts 


In 1954, slightly more than 200 cosmetic establishments were in 


spec ted, some more than once It appears that less than 200 will be 


visited in 1955. The ratio of cosmetics establishment inspection time 
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to total domestic project time (for programs projected on this basis) 
has been as follows: 

1950 1951 1952 1953 1954 

2.2% 1.6% 2.3% 1.6% 13% 

Planning for 1955 indicates that only 1.15 per cent of the total 
time of the FDA field organization will be in support of the cosmetic 
program. 

Legal actions with respect to cosmetics have dropped steadily over 
the past fifteen years, as indicated below, and there have been no in- 
junctions obtained. 

l'we-Y ear Period Seisures Prosecutions Total 
1940-1944 200 34 234 


77 


1945-1949 59 18 77 
1950-1954 24 3 27 


In 1954 there was one seizure and no prosecutions 


Observations 
(1) Budgetary limitations have restricted the cosmetics program 
to positive action to remove from the markets those products which 
are known to be dangerous and harmful. Such actions have been 
relatively few, and removal has been accomplished both by seizure and 
product recall programs. 


(2) The cosmetics program is inadequate insofar as it makes no 


provision for enforcement of the law with respect to misbranding. A 


check upon what may be “false and misleading” statements on labels 
has not been possible with the resources available, and very little time 
or money has been at hand for enforcement of the other misbranding 
provisions, such as short weight, deceptive containers, etc. 

(3) Although filth and decomposition appear to be very minor 
factors in cosmetic regulation, the economic cheats present unresolved 
problems in which industry and the FDA, as well as the public, have 
a concern. 

(4) Cosmetic establishments are estimated to represent about two 
per cent of the total number of establishments to which regulation is 
directed. However, only about one per cent of the FDA budget is 
spent thereon. 

(5) Coal-tar colors in cosmetics are handled as part of the certified 


color program. 
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(6) There appears to be no divergence in attitude between the 
cosmetic industry as a whole and the FDA with respect to the prote 
tion of public health and safety. Since enactment of the 1938 law, there 
have been no injunctions and a sharply dwindling number of other 


legal actions taken against cosmetic firms 


(7) Although consideration of the adequacy of the existing law 
was not within the scope of this study, it has been observed that the 
cosmetic sections of the Act of 1938 are not challenged by experience 
to date. There recently has been introduced a bill (H. R. 5036) which 
it appears will draw industry and FDA support as a desirable supple 
ment to the existing law, and the principles which this Committee 
favors 


Conclusions and Recommendations 


(1) There should be more adequate enforcement of the existing 
law with respect to cosmetics, made possible through provision of more 
funds for inspectional activities. It is suggested that a full two percent 
of the FDA budget be utilized in support of the cosmetic program 
exclusive of funds allotted to the certifed color program 


2) There should be greater enforcement activity directed toward 


economic cheats 


SECTION 5-D—CERTIFICATION AND INSPECTION SERVICES 


This section presents an assessment of the certification and inspection 
services of the FDA and an appraisal of the positions of industry and 
the FDA with respect to the continuation or discontinuation of certain 
of these services. The certification program is not financed by enforce 


ment funds appropriated by Congress, but from fees paid by industry 


FDA Responsibility 


The Food, Drug, and Cosmetic Act of 1938, as amended, requires 
| 


(1) the certification of all batches of drugs composed wholly or partly 


of any kind of certain specified antibiotics; (2) the certification of 


insulin or any derivative thereof; (3) the listing of coal-tar colors 
which are harmless and suitable for use in foods, drugs, and cosmetics 


and the certification of all batches of such colors 


The Act also provides for the inspection and marking of certain 


seafoods upon voluntary application of seafood packers 
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All of these functions of the certification and inspection service 
are financed by receipts collected from the respective users of these 


services as required by law 


Under the provisions of the Act, the Secretary is empowered to 
promulgate regulations exempting specific antibiotics from certification 
whenever, in her judgment, such requirements are not necessary to 


insure safety and efficacy of use. 


Organization and Resources 


The FDA has budgeted 186 positions in the fiscal year 1955 to 


carry on the certification program. 


\s of February 1955, the total annual salary obligation chargeable 
to certification and inspection service was $778,031. This amount was 
distributed among the organizational units participating in the certifica 
tion and inspection program as follows: 


Filled Posttions* Dollars 
Office of Commissioner $ &,200 
Division of Business Operations l 44,192 
Division of Antibiotics 8] 382,682 
Division of Cosmetics 23 120,605 
Division of Medicine 36,545 
Division of Microbiology 5,940 
Division of Pharmacology 41,737 
Field Service 138,130 


Total 8 $778,031 


* From 186 budgeted positions 
As indicated above, the principal activity centers in the antibiotic 
certification work of the Division of Antibiotics, the coal-tar color 
work of the Division of Cosmetics, and the seafood inspection work 
of the field services 
The trend of income and expenses of the certification and inspe¢ 


tion services is shown in Appendix Q-1 


Activities 
FDA activities in the certification field are described briefly in the 
following paragraphs: 
(1) Antibiotics. I’redistribution testing of penicillin under the 


penicillin amendment to the Act began in 1945. The service was later 
extended to include streptomycin, dihydrostreptomycin, chlortetra 
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cycline (aureomycin), chloramphenicol (chloromycetin), bacitracin, 
tetracycline, and their derivatives. Appendix RK provides a listing of 
all antibiotics under certification and of those declared exempt, or not 
a drug within the meaning of the Act, as well as those not subject to 


certification 


From its inception until January 1, 1955, 271 companies have used 
the certification services. During this period, 136,389 batches repre 
senting approximately 7.8 billion daily doses of these antibiotics have 


been examined. Of the batches examined during this period, 635 failed 


to comply with the standards established and were rejected. An addi 


tional 370 batches were withdrawn by the companies involved before 
rejection 

The approximate average cost for examining each batch receives 
was $42, or $.0007 for cach usual daily dose. The minimum and maxi 


mum fees for examining each batch ranged from $12 to $150 


(2) Insulin. The certification of insulin represents a very minor 
part of the certification services. However, the importance of this 
pretesting is so significant that its continuation does not appear to be 
contested, despite the fact that rejected batches have averaged less 


than one per year for the past five years 


(3) Coal-tar colors. Coal-tar colors are controlled because they 
are susceptible to contamination with lead, arsenic, barium or other 
toxic substance. Coal-tar color certification, like that of antibiotics and 
insulin, involves pretesting by batch and is supported by fees from th 
industry served 

Coal-tar colors have been classified as “straight colors” and “mix 
tures,” identified by name and number and grouped within one of the 
following sub-classifications 

FD&C Colors, which may be used in foods 

D&C Colors, which may be used only in 

Ext D&(¢ lors. which may be used 


cosmetics 


Standards of identity and purity have been established for each 


color Any color which fails to meet specifications is not listed and 
therefore may not be legally transported in interstate commerce 

In the past four years less than one per cent of the coal-tar colors 
batches have been rejected. Only one legal action concerning violation 
of the law pertaining to coal-tar colors has been taken in the past two 


years 
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There are 204 coal-tar color establishments in the United States, 
83 of which are located in the New York District. 


(4) Seafood inspection. This service involves the maintenance of 
supervisory inspection over the packing of specific seafood throughout 
the period in which it is being prepared, processed, and preserved 
Such service is maintained under regulations promulgated by the Secre 


tary and accepted by the industry. The operation is entirely at the 


expense of the applicants. The finished seafood product is authorized 
to bear a legend stating that it has been packed under the supervision 
of the Food and Drug Administration. 

The scope of all certification activity is summarized in the table 
below: 

Scope of Certification Activity (by Samples and Plants) 
Fiscal Years 1947-1954 
1947 1948 1950 1952 

Antibiotics 7,550 12,603 17,731 17,508 

Insulin 262 269 332 274 

Coal-Tar Colors 4.246 4.699 4,465 $867 


Number of Plants under 
Seafood Inspection 20 19 18 16 


Observations 


(1) The personnel engaged in the certification and inspection 
services appear to be well trained, and the facilities and equipment are 
adequate and suitable 

(2) The certification and inspection service has established an 
enviable record of achievement. No question has been raised by the 
manufacturers of antibiotics, insulin, or coal-tar colors with respect to 
FDA’s ability to discharge its obligations in a highly satisfactory 
manner 

(3) The FDA is supplementing funds obtained through regular 
appropriations tor enforcement programs (1.e., the inspection of anti 
biotic plants and related duties) with funds paid from certification fees 

(4) The necessity for the continued existence of the certification 
program has been questioned, however, and, in the case of antibiotics, 
it is seriously challenged. 

(5) Among the principal reasons for continuing the certification 


program are; 
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The vagaries inherent in the production of a drug which is the product of 
living microorganisms 


rhe protection afforded industry and the public against the possibility of 
inexperienced, ul skille d or uns« rupulous manultacturers entering the fe ld Decer 
tification would permit irresponsible firms to destroy the public confidence which 
existing firms have earned 


he lack of assurance that existing manufacturers will maintain their present 
standards 


(6) Among the arguments for decertification are: 


Methods of preparation of nearly all of the antibiotics have been perfected 
tor some time 


Ihe competency, skills and experience of present manufacturers are estab 


lished to such an extent that certification only provides a “double check” whicl 
is of doubtful necessity 


A high degree of proficiency has been attained by manufacturers in produc 


tion and control as evidenced by the very low rejection rate 


(7) The attitude of industry toward certification may be sum 


marized as follows: 


(a) Antibiotics. A number of manufacturers of antibiotics favor 
decertification. Other manufacturers (including some manufacturers 
who produce the total output of some antibiotic S$) Oppose decertifica 


tion in principle and are particularly opposed to total decertification 
There is, however, some agreement that 


Decontrol should be accomplished, at least in part 


If decertification is to be effected, it should be accomplished gradually 


Chere should be some controls imposed in place of certification with respect 
to the production of a new antibiotic and, to a lesser extent, it 


new manutacturers should be subject to prior certification 


is agreed that 


here is no objection to continued inspection f pla 


and products uu 
accordance with the other provisions ot the Act 


No solution has been reached because of inability to agree on the 


nature and extent of decertification or the substitute controls which 


would be imposed to fill the vacuum then created 

(b) Insulin. The system appears to have been sucs essiul and has 
proved beneficial to manufacturers and users There is no known 
opposition to the certification of insulin 


(c) Coal-tar colors. The consensus of the industries using coal 
tar colors 1s that until recently the certification system has worked 
extremely well. The industry has not been deprived of colors which 
it needed and the safety and purity of these colors has been established 


by the certification system. Opinion in this industry (with possible 
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exceptions on the semi-retail level) appears to favor continuation of 
certification but opposes the present trend toward a more strict inter- 
pretation. 

(d) Seafood inspection. Since the service is entirely voluntary 
and on a contractual basis from season to season, industry attitude is 
reflected in the number of packers participating. These constitute a 
small but active percentage although the trend is downward 


(8) Additional legislation would be required in order to: 


Place antibiotics now subject to certification under the “new drug law.” 

Exempt any drug composed wholly or partly of insulin from certification 

Exempt any coal-tar color from certification requirements, except as is now 
true, to remove it from the list and prevent it from being legally sold 


Conclusions 


(1) In view of the foregoing discussion, the Committee feels that 
the appropriate authorities should consider taking such steps as are 
administratively permissible under the present Act to decertify anti 
biotics which have reached standards of identity, strength, quality, and 


purity which are sufficiently satisfactory to warrant decertification. 


(2) The Committee also feels that it would be desirable for the 
FDA to establish technical criteria for the administrative exemption 
of antibiotics and antibiotic dosage forms and that these criteria be 
made known officially to producers of antibiotics for their guidance 
and for maximum protection of the public. 

(3) With the decertification of some antibiotics, the loss of in 
come to the FDA would require additional appropriated funds to assure 
adequate testing and control of antibiotics subject to certification, as 
well as the testing on a sampling basis of decertified antibiotics to 
assure that standards are maintained. 

(4) With regard to insulin and coal-tar colors, the Committee 
feels that certification should be continued, but suggests that the FDA 
research program regarding certified dyes be reviewed by a committee 
composed of scientists from research universities and industry to deter 
mine whether the work being done is in the interest of the consuming 


public. 


SECTION 6—RELATIONSHIP WITH OTHER GOVERNMENTAL AGENCIES 
Although the laws do not state the specific relationship of the 
FDA to other government agencies, responsibilities of Federal, State 
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and local officials to afford health and economic protection to the con 
sumers of foods, drugs and related products dictate that there be coop 
eration among these various officials. There is recognized an implied 
responsibility that the FDA collaborate with other agencies to achieve 


mutual objectives in the most economical and efficient manner possible 


Appendix S-1 identifies the several laws from which relationships 


develop be tween the | DA and other Federal gpovert ment agencies 


Organization 


Almost all elements of the organization of the FDA have some 
working relationship with one or more Federal agencies, ranging from 
the Commissioner's Office, which has liaison at the policy level, to the 
field force involved in inspectional and enforcement work Phe tech 
nical divisions of the FDA are in contact with similar or related scien 
tific and technical activities departments 


The overall policy of the FDA is to cooperate as much and as 
closely as possible with the States and their political subdivisions. At 
headquarters, the FDA Division of State Cooperation (see Appendix 
(-1) has as its primary function the promotion and coordination of 
cooperative enforcement efforts with State and municipal officials 
This unit consists of three persons only, one gf whom works about half 
time in this division. Its yearly expense, representing about one-third 
of one per cent of the FDA's total enforcement appropriation, is indi 
cated below: 
$10,000 
1546 


Chief Clerk of Division / 


1,895 


Chief of Division 


Secretary (half-time) 


$16 140) 


Plus Normal annual travel and operating 


expenses of Division 2,000 


$18,440 


Activities 
(1) Related to federal agencies. FDA-related activities in other 
Federal agencies may be classified as either (a) health-regulatory 
(b) economic, (c) technical, or (d) legal. Each of these types of work 


is summarized in Appendix T. 
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Written agreements exist as follows between the FDA and certain 
other Federal agencies to cover policy and operations for some of their 


interrelated activities: 


Between FDA and Subject Date 
(1) Department of Agricul- Musty grain February 19, 1942 
ture 
(2) Department of Agricul- Inspection and standardization May 29, 1953 
ture, Agricultural Mar of food products 
keting Service * 
Public Health Service Sanitary control of the shell July 
fish industry 
Public Health Service Regulation of biological products May. 
Federal Trade Commis Labeling and advertising of June 
sion food, drugs, devices, and 


cosmetics 


* Formerly the Production and Marketing Administration 


Statutory direction is provided in the case of some of the inter 


agency relations. The new pesticide amendment to the Food, Drug, 


and Cosmetic Act officially assigns to the Agricultural Research Serv 
ice the responsibility for determining the maximum residue quantity 
not hazardous to man. A 1954 amendment to the Internal Revenue 
Code authorizes the dispensing of certain narcotic drugs upon oral 
(instead of written) prescriptions but requires the Internal Revenue 
Service to obtain the views of the FDA. Chapter VIII, “Imports and 
Ixports,” of the Food, Drug, and Cosmetic Act places joint respon 
sibility upon the Treasury (Bureau of Customs) and HEW (FDA) 
for enforcement of the import provisions of the Act. Also, Sec. 902(b) 
of the Act exempts meat and meat products to the extent that they 
are a responsibility of the Department of Agriculture under the Meat 


Inspection Act. 


Between FDA and the Federal Trade Commission there is con 
siderable lack of clarity as to responsibility. Confusion and conflict 
arise out of the dual authority exercised by the two regulatory agencies 

FTC enforcing the prohibition against false advertisements of food, 
drugs, devices, or cosmetics and FDA controlling false or misleading 
labeling with regard to the same products. A circular accompanying 
a food, drug, device or cosmetic is « onsidered by FDA to be part of the 
labeling, and the same circular also may be considered by the FTC as 
advertising. The situation which develops between the two agencies 


also is confusing to the persons and firms being regulated 
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(2) Related to state and local governments. The States have laws 
and their own enforcement machinery designed to protect the health 
of their citizens as regards food, drugs, and in some cases devices and 
cosmetics. However, neither their laws nor their enforcement organ- 
ization or policies are uniform. 


Among the 48 States there is a variety of departments, boards, and 
commissions to deal with food, drug, and cosmetic work, and the FDA 
seeks to cooperate with them. They include 39 departments of agri 
culture, 27 departments of health, and 22 boards of pharmacy. However, 
there are other agencies of State government which share responsibility for 
the intrastate regulation of food, drugs, and cosmetics, such as the 
departments, bureaus, boards, or commissions responsible for dairy 
control, egg inspection, weights and measures and feed and fertilizer 


control 


In 1939, the Association of Food and Drug Officials of the United 
States at its annual conference adopted a resolution urging the States 
to change their laws to harmonize with the new Federal law, and in 
1940 the Association, meeting in New Orleans, accepted and endorsed 


a model law entitled “Uniform State Food, Drug, and Cosmetic Bill.” 
s 


Although considerable progress has been made in the improve 
ment of State legislation, the regrettable status of the State food, drug 


and cosmetic laws is indicated below 


Type of State Food, Drug, and Cosmetic Act 


pe (pattern of 1938 Federal Act) 

ve (pattern of 1906 Federal Act) 
new-type and partly old-type (in five differ 
ombinations) 


1X 


To the extent that funds permit, the Chief of the Division of State 
Cooperation (1) actively participates in organizations of Federal, State 
and local enforcement officials: (2) visits State and city officials to 
confer and to formulate cooperative plans; (3) reviews the reports of 
the cooperative activities and all communications between the districts 


and cooperating officials: (4) sees that State and local officials yet 


copies of pertinent FDA publications; and (5) answers inquiries and 


other correspondence from cooperating officials 








- 
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The FDA would be greatly,,handicapped if it did not have the 
cooperation of State and local officjals, The extent of this cooperation 
is influenced by many factors, and varies among States and from one 
FDA district to another. In some instances, the cooperation in the 
field, even between FDA and other Federal personnel, is personal and 
unofficial, and takes the form of “tips” or “leads.” These are useful 
particularly in instances when transmittal through official channels 


might be so delayed as to prove ineffectual. 


Appendix U provides a summary description of the major FDA 


State or local cooperative relationships. 


Observations 


(1) The FDA is administratively interrelated with other major 
Federal agencies, and cooperates effectively with such agencies and 
their related activities, within its ability to do so. 


(2) There is confusion in FDA’s relations with some agencies, and 
this situation is essentially caused by an overlapping of functions 
From this, administrative conflicts between them may result. That is 
especially true in the area of the overlapping regulation existing be 
tween the Federal Food, Drug, and Cosmetic Act and the Federal Trade 
Commission Act. 

(3) There is some evidence of lack of cooperation among agencies, 
and within the Department of Health, Education, and Welfare there 
could be more cooperative effort at times between the FDA and the 
Public Health Service in regard to the use of laboratory facilities in 
the field. 

(4) There is considerable cooperation with the State and local 
agencies which execute the supplemental State and municipal food, 
drug, and cosmetic laws. 

(5) There are serious obstacles in the path of effective FDA 
cooperation and coordination with State agencies. They include: 


The lack of an adequate FDA appropriation. For example, the FDA Division 
of State Cooperation has insufficient funds and the FDA has not sufficient means 
in the field to conduct necessary joint inspections and to train State personnel 
where States desire such assistance 

The lack of adequate appropriations to administer the State laws and wide 
differences in the policies of their administration 

The lack of uniformity between the State laws and the FDC Act 

The lack of understanding with State agencies regarding cooperation and 
coordination 
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Conclusions and Recommendations 

(1) While it is beyond the province of this Committee to propose 
revisions in the basic statutes from which the powers of Federal depart 
ments and agencies are derived, it is clear that better cooperation 
among Federal agencies is needed and, at the appropriate level, steps 
should be taken to bring this about. The Department of Health, 
Education, and Welfare should examine the possibilities of greater 
cooperation between the Public Health Service and FDA 

(2) It should be a continuing objective of the Department of 
Health, Education, and Welfare to work for the removal of obstacles 
to greater cooperation with the State and local agencies 

(3) There should be greater efforts to develop cooperation with 
and understanding among State and local agencies through educational 


means. (See Section 4 of this report.) 


SECTION 7—-ADEQUACY OF BUDGET AND STAFF 

The facts bearing on the subject of this section are those which 
have been developed in connection with the analysis of the various 
elements of FDA administration and operations, and which have been 


presented in the preceding sections of this report 


Findings 


The Committee finds conclusively that the 1955 budget and staff 
of the Food and Drug Administration are inadequate to permit the 
discharge of its existing responsibilities for the protection of the 
American public from adulterated or misbranded foods, drugs and 
devices, and cosmetics. Furthermore, the Committee is of the opinion 
that the increase in funds requested for the fiscal year 1956 should be 
viewed only as an initial step in the direction of strengthening the FDA 

Although the Committee found certain organizational and pro 
cedural weaknesses to be limiting operational efficiency, each area of 
the Committee's study contributed clear evidence that inadequacy of 
funds was the underlying cause of almost all other shortcomings 
including that of inadequate staffing in the FDA and in the Food and 
Drug Division of the Office of the General Counsel 

The facts indicate that inadequacy of funds and staff have hindered 
the promotion of comphance and enforcement through the education 
of industry and the public. (See Section 4.) In particular, the educa 


tion and information activities of the FDA are so restricted and un 
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imaginative, so loosely organized and directed, and so very weakly 
financed, that many opportunities to gain more voluntary compliance, 
and hence more protection per enforcement dollar, are lost. Similarly, 
the lack of adequate funds has handicapped a program of cooperation 
with State and local agencies with related functions. (See Sections 
3 and 6.) 

The Committee finds that the policies, planning, programming, 
facilities and methods of the FDA should be strengthened, as discussed 
in Section 1. They not only fail to provide adequate interpretation 
education and information, but also do not permit the FDA to keep 
abreast of modern developments in technology. 

The facts related in Section 2 emphasize that the essential FDA 
programs are delayed or weakened because there are not sufficient FDA 
attorneys, especially of senior competence 

The facts related in Section 3 indicate that the vital field operations 
of the FDA are inadequate when viewed against the responsibility 
involved and their importance to the public welfare 

The scope and coverage of food, drug, and cosmetic programs, in 
the headquarters laboratories and in the field, have been revealed as 


insufficient to an alarming degree. (See Sections 5-A, B, C.) 


Recommendations 

Specific recommendations with respect to each of the principal 
subjects studied by the Committee are listed in Sections | through 6, 
respectively. Many of these bear on the matter of budget and staffing 

The Committee recommends strongly that the inadequacy of the 
FDA’s present budget and staff be viewed in the light of the vital 
character which the protection afforded by the food and drug laws 
has for every individual in the nation and the threats to health which 
might result from inadequate programs 

To provide adequate protection for American consumers it may 
be necessary ultimately to increase the budget of the Food and Drug 
Administration and its legal support as much as four-fold. The Com 
mittee believes that the growth of the FDA should be gradual and 
therefore recommends that the expansion program be carried out over 
a five to ten-year period. Determination of the rate of expansion should 
be based on an annual review of previous results. 


The proposed annual review of FDA performance and measure 


ment of need for funds might well be made by ‘a small advisory com 
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mittee of citizens, selected to make an objective examination of pro 


grams. 


It has been estimated by the Committee that the increase in funds 
required to implement its recommendations in the first year would be 
from 10 to 20 per cent of the 1956 budget. It would be a mistake to 
attempt to expand to meet all needs at once. In fact, the Committee 
believes that a constructive expansion program should be at a rat 
which can be effectively absorbed without waste. In future years, the 
rate of growth should be accelerated as justihed by the effectiveness 


of FDA performance and the public need 


The Committee recommends that the increased funds be applied 


to the major needs stated and discussed in the following paragraph: 


(1) There is a need for skilled direction, materials and travel for 
the formulation and conduct of a positive, dynamic and well-coord: 
nated program of interpretation, education and information In some 
form this need was recognized in almost every subject area of this 
study 

The purpose of this educational program should be to develop a 
better understanding of the objectives of the food and drug laws 
through the dissemination of better and more positive information t 
industry, certain professions and the publi \n informed industry or 
trade association will encourage compliance on the part of its members 
An informed public will be a better-protected public and will make 
FDA dollars go further by stimulating more self-regulation on the part 
of industry. Education of the consumer public with respect to the 
protection to which it is entitled by law should not be considered as 
advertising or promoting the FDA. The Committee recommends that 
not less than one and one-half per cent of the FDA budget be allocated 


regularly to support such a program 


To achieve the type of program visualized by the Committee, it } 
recommended that there be established in the Office of the Commis 
sioner of FDA a unit, headed by a well-qualified person, devoted to 


the development of educational and informational activities 


Specific actions proposed for an improved educational progran 
are set forth in the recommendations of Section 4 of this report 
(2) There is a need to improve internal management through more 


efheient organization, better staffing, strengthened planning and sim 


pliti ation of pro edures It is the opinion ot this Committee that the 


FDA's actual cost of getting its job done will always be related more 
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to the quality of its management than to the man-hours available 
Thus, it is proposed that the quality and capacity of management at the 
headquarters level should be improved first, and other improvements 
built therefrom. The organizational actions proposed in recommenda 
tion 6 of Section 1, and in recommendation 1 of Section 4, should be 
carried out; and delegation of authority to the District Chiefs should 
be clarified. 

The staffing at headquarters should be augmented by two special 
competences, one for organizational analysis and administrative plan 
ning and the other for the planning, promoting and coordinating of 
educational operations. The Committee considers the career-service 
approach of the FDA to be beneficial, but believes it essential that there 
be an infusion of new minds and talent for the planning and education 
functions. The planning and programming of methods and procedures 
should be simplified and strengthened by the several means given in 


the recommendations in Sections 1 and 3 


The Committee questions whether suitable personnel for labora 
tory work can be obtained by reliance solely upon the chemist register 
of the Civil Service Commission. It is suggested that arrangements 
be made with Civil Service Commission assistance, to recruit persons 
with educational training in the chemistry of agricultural products, 
biological chemistry, and pharmacy 

Efforts should be made to develop better measurements of accom- 
plishment. There is a wide variation in establishment inspections 
made, in individual staff productivity, and in nonestablishment inspec- 
tion time. Greater use of statistical data appears advisable. An 
analysis of data already available may assist in indicating certain norms 
or standards for workload measurement. New factors should be de 
veloped to measure and control productivity. These elements should 
assist in determining staff requirements and staffing patterns for the 
various divisions and District Offices. 


(3) There is a need for more FDA attorneys and a greater propor 
tion with senior competence in food and drug law. There is an im 
mediate need for more attorneys to overcome the critical backlog of 
work and, thereafter, to provide the amount and caliber of support 


required to maintain a suitable level of activity. Furthermore, it is 
the opinion of this Committee that several of this added number should 
be senior attorneys. Consideration also should be given to a program 
‘of assigning attorneys temporarily to the FDA districts, as warranted 


by the need in preparing legal actions. 
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(4) There is a need for manpower to in.; ease the scope and depth 
of the inspectional and investigational coverage of the field organiza 
tion and the methodology research of the technical divisions. The 
Committee ts of the opinion that there is an immediate need for approx 
mately 1000 more inspectors for domestic and import coverage, but that 
only a small fraction of these can be recruited, trained, indoctrinated 
and used effectively in any one year. It is therefore recommended that 
for the first year no more inspectors be added than can be properly 


indoctrinated and absorbed by the organization. When resources 


permit, laboratory and other personnel should be added to support the 


basic sample-gathering operations of the additional inspectors 

The increase in inspection force should enable a larger proportion 
of inspectors to be assigned to the import activities listed under recom 
mendation 3 of Section 3. This staff expansion also should insure there 
being an appropriate amount of FDA activity with respect to mis 
branding, “quackery” and other economic cheats, as suggested in the 
recommendations of Section 1 

The Committee further recommends that manpower in the tech 
nical divisions be increased gradually to effect through research 1 
laboratory methodology more accurate scientific techniques for deter 
mination of whether a food or drug is safe 

(5) In the judgment of the Committee, the equipment problems 
and needs of the FDA should be met as follows 

Replacemen f $s jai major items 
become worn ou w obsolescent, and thus incapable of 

Purchase of necessary new or additional laborat 


nsistent with the availability of trained techniciatr 


Replacement of imspectors’ automobiles on 


economy in the operation and maintenance 

(6) The Committee believes that under the proposed expanded 
program all of the headquarters activities of the FDA should be brought 
together in a suitable building for greater efficiency and economy of 
operations. In this connection, attention 1s directed to the recent action 
of the Government of Canada in centralizing its corresponding fune 
tions in the food, drug, and cosmetic fields in a new, modern structure 
The cost of relocating the FDA in suitable quarters or the constru 
tion of a new building for the FDA should be met by a separate capital 
appropriation and should not be met from current operating funds 

Consideration also should be given to the space problems of the 


District Offices to assure adequate room for the operation carried on in 


the field 
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SECTION 8—LIST OF RECOMMENDATIONS 

Detailed recommendations will be found at the end of the various 
sections of this report. For ready reference purposes, these recom- 
mendations are summarized and listed here, by sections 


Section 1: Policies, Planning, Programming, Facilities, 
and Methods 


(A) Planning, programming and methods 


The FDA should: 

(1) Plan enforcement efforts to ensure some action in all three 
priority categories, namely hazards to health, filth and decomposition, 
and economic violations. No category should be completely neglected 

(2) Subject existing regulatory programs to a thorough reap 
praisal with respect to current needs and developments 

(3) Assign top priority to the elimination of the existing accu 
mulated backlog of work 


(4) Provide the Division of Program Planning with additional 
basic data to enable it to assess program status. Planning procedures 
should be improved 


(5) Strengthen the methods of work measurement in order to 
reduce the relatively large proportion of time required for activities 
other than establishment inspection. 

(6) Strengthen the planning and methods functions by placing 
the Division of Program Planning within the Office of the Commis 
sioner and by certain other organizational changes 

(7) Devote more effort to educating consumers, professional groups, 
public officials, and the industries concerned, with respect to the poli 


cies, procedures, and activities of the Food and Drug Administration 


(8) Consider the possibility of making more use of outside obje« 


tive consulting services as an aid to the solution of problems 


(B) Facilities and equipment (headquarters) 

(1) There should be laboratory facilities adjacent to the present 
othces of the FD ~ or space for both offices and laboratories should be 
provided at a new location 


(2) Future space requirements should be anticipated and planned 
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(3) The requirements for major laboratory equipment should be 
determined and budget planning should provide for the scheduled re 
placement of essential major laboratory items as they become worn 


out or obsolese ent 


Section 2: Legal Supports 
(1) The number of attorneys on the staff of the Food and Drug 
Division of the General Counsel’s Office should be increased and more 
of them should be senior attorneys 


(2) The FDA should not embark on the more drastic legal actions 


except in the case of flagrant or persistent violations but, once legal 
action ts instituted, it should be prosecuted vigorously 
(3) Attorneys should be assigned to District Offices to furnish 


legal assistance in the preparation of cases 


Section 3: Field Operations 
hould 


e additional funds and staff to permit greater c wwe in 
the field of the principal programs and projects discussed in Sections 
5-A and -B, and to implement the specific recommendations made in 
Section 3 
2) 


I:fiect increases in staff on a graduated basis, allowing ampk 


time for thorough training and indoctrination of new personne 


(3) Determine for each district the optimum staff level beyon: 


which there may be a need for an additional District Offic 


(4) Cover imports more fully by examination of a greater number 
of shipments at more ports 

(5) Improve Washington surveillance of import operations by the 
field stafi 

(6) Send its personnel to major foreign exporting countries, whet 


possible to observe practices and processes at first hand 


(7) Improve the housing of the District Offices. Equip them in 


a manner that would be similar to the items of equipment and replace 


ment schedules to be found in an industrial installation of similar size 
and purpose 
(8) Purchase new equipment in accordance with a predetermined 


schedule 
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(9) Plan education and interpretation as a regularly-scheduled 
field activity, coordinated policy-wise and program-wise from a central 
point at headquarters, and supported in each district by a specific allo 
cation of time for this purpose. 

(10) Stimulate, plan and provide travel funds for participation of 
District Office personnel in meetings of State and local health officers 
and of industry 

(11) Take action to obtain more effective collaboration from other 
agencies in the field, Federal, State, and local 

(12) Analyze, control and reduce the relatively large proportion of 
time required for non-establishment inspection activities 

(13) Analyze the variations in the number of inspections made in 
each district and the average amount of time spent per establishment 
visit to determine how staff productivity might be increased 

(14) Consider permitting District Chiefs to refer directly to the 
U.S. Attorney a greater number of foods than are now handled through 
this shortened procedure. 

(15) Provide for better internal communication from Washington 
to the District Offices so that field staffs will be fully informed of 


Washington thinking 


Section 4: Interpretation, Education and Information Activities 


The FDA should: 

(1) Establish in the Commissioner’s Office a Division of Educa 
tional Operations, directed by a qualified person to develop and direct 
a broad, well-coordinated program aimed at promoting compliance 
through informational and educational efforts directed to public and 
industry 

(2) Regularly plan and provide funds for educational activities 


(3) Allocate a fixed portion of not less than one and one-half to 


two per cent of the total annual enforcement budget for informational 


and educational activities supporting enforcement programs 

(4) Warn the public against quackery in specific terms and in 
crease public knowledge with respect to the protection afforded by the 
labeling prov isions of the Act. 

(5) Indoctrinate all FDA personnel concerning the importance of 


education and information activities. 
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(6) Find more effective means to educate doctors with respect to 
the drug sections of the law and to develop mutual understanding 
among doctors, pharmacists, and the public with respect to the provi 
sions of the Durham-Humphrey Amendment, tn particular 

(7) Encourage the training of students of pharmacy in the re 
quirements of the law 

(8) Reinstitute “Trade Correspondence” letters or the equivalent 
thereof in response to industry inquiries 

(9) Publish leaflets or pamphlets discussing in nonlegal terms the 
obligations of manufacturers, packers, and distributors in order to 
promote compliance and a general understanding of the law and the 
FDA's operations 

(10) Produce an up-to-date documentary motion picture for loan 
to public schools, organizations, TV programs, et 

(11) Provide for more adequate representation of the FDA at 
meetings of State and local food and drug or health officials 

(12) Establish arrangements by which the FDA can stimulate and 
work with and enlist the support of industry movements (rather than 
individual company sponsorships) to harness the tremendous amount 
of enthusiasm, talent and financial support which could be available in 


support of educational and informational objectives of the FDA 


Section 5-A: Food Programs 
The FDA should: 


(1) Have additional funds and manpower to provide adequate 


coverage ot the food programs and to support the recommendations 
listed in Section 5-A 

(2) Propose, wherever possible, food standards in substance and 
form so as to facilitate their adoption under the terms of the Hale 
Amendment (Sec. 401(b)) 

(3) Reduce technicalities and length of the hearings on food 
standards 

(4) Concentrate its resources more on standards where problems 
of major importance are involved and devote less time to areas where 
there is little controversy 

(5) Provide flexibility in food standards to permit of change for 
the improvement of quality or value, or the introduction of new varieties 


or forms 
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(6) Give first consideration to advisory enforcement and resort to 
punitive enforcement only in flagrant and substantial abuses 

(7) Eliminate the existing accumulated backlog of food standards 
upon which hearings have been held and no action has been taken 

(8) Pending the adoption of the proposed “new chemicals in food” 
amendment, the FDA should improve its program on chemical addi 
tives by fostering optimum cooperation with and from manufacturers 
so that they will consult with FDA concerning the use of additives 
before such use; publicizing to the industry its recommendations on 
additives and their use; and making its standards of “necessary and 
unavoidable” and “poisonous and deleterious” as realistic and flexible 
as is consistent with practical health and major economic considerations 

(9) Concentrate its inspections for additive use on those segments 
of industry which have not established an unwavering policy of integrity 
and responsibility. 

(10) Examine the functions of the Divisions of Food and Nutrition 
to prevent overlapping. 

(11) Investigate the possibilities of consolidating FDA laboratory 
facilities for food testing. 

(12) Develop better techniques of work measurement to increase 
coverage and increase the number of inspections per man 

(13) Develop better statistical analysis facilities in order to estab 
lish a more selective basis for inspection 

(14) Provide educational programs for industry to keep it better 
informed of FDA principles, including much broader dissemination of 
FDA policies and standards through food associations, journals, press 
releases, trade correspondence, letters of warning, et 

(15) Increase liaison with manufacturers and their technical groups 
to keep FDA abreast of current developments. 

(16) Encourage and develop effective food law enforcement by 
State and local officials 

(17) Reserve drastic legal actions against food establishments for 


flagrant or deliberate practices seriously hazardous to health or of sub 


stantial economic importance 

(18) Make more informal eftorts to effect voluntary compliance in 
cases of lesser violations, particularly if it is not apparent that the 
violations arose out of policy or intent. 

(19) Conserve manpower for more important programs through 
the application of more realistic concepts of dangers to health or 
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economy, including analysis of consumer and industry injuries or com 
plaints before formulating programs 

(20) Limit the dissemination of news of violative practices by 
industry, and accentuate the positive aspects 

(21) Encourage food groups to improve their own practices among 


themselves by fostering informal commodity and product standards of 


purity, labeling, and sanitation, and provide them with all possible 


assurances from other branches of Government that such efforts will 
not bring them hazards under other laws 

(22) Increase the number of man-hours devoted to projects de 
signed to meet special problems imposed by the increasing complexity 
of current processing and marketing developments 

(23) Develop a general education program for the consuming 
public with respect to special dietary foods 

(24) Develop technological and administrative methods and tech 
niques for detecting and determining conditions which present actual 
health or serious economic hazards, as distinguished from those which 
while violative of law, are of lesser importance 

(25) Encourage more extensive application of judgment and dis 
cretion by field personnel for selection of inspection subjects and for 
the informal disposition of problems 

(26) Prepare for the anticipated increased workload which the 
recent Pesticide Amendment will undoubtedly impose upon the FDA 
and obtain facilities and personnel for the development of competent 
analytical techniques; work with industry to define reasonable and 
realistic toxicity levels; and educate its field personnel in the applica 


tion of the standards arrived upon 


Section 5-B: Drugs and Devices Programs 


Phe FDA should 

(1) Have additional funds and manpower in order to provide ade 
quate coverage of the drugs and devices programs, obtain modern 
laboratory equipment where needed, and support the specific recom 
mendations contained in Section 5-B 


(2) Plan drugs and devices programs to include further im 


tion of the side effects of dangerous drugs; accelerate work o1 


illegal sale of dangerous drugs and more extensive work on therapeuti 


devices making false claims of diagnostic and curative properti 
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(3) Clarify and accelerate programs designed to bar imports of 
drugs and devices not in compliance with the standards of purity, 
quality and labeling required for domestic products. 

(4) Give special attention to the development of a program en 
couraging the support of industry and closer cooperation with State 
and local food and drug officials on a more intensive and much broader 
basis. 

(5) Develop a program designed to provide closer communication 
with, and more complete information to industry and consumer groups 
as a means of promoting enforcement of the food and drug laws. 

(6) Provide a greater number of clearly worded bulletins and 
statements of interpretation. 

(7) Exercise greater care in the release of prescription drugs to 
over-the-counter status 

(8) Request doctors to note the exact number of times a prescrip 
tion can be refilled on the prescription form. 

(9) Assign top priority to reducing the new-drug application back- 
log to reasonable size and to preventing its recurrence 

(10) Appoint a task force consisting of a representative of the drug 
industry, an FDA technical advisor, an organization and management 
expert and a representative of the Commissioner’s office to review pro- 
cedures and methods to speed the processing of new-drug applications. 

(11) Adopt a clear and standard terminology with respect to the 
processing of new-drug applications. 

(12) Improve clerical procedures relative to new-drug applications 
and provide for immediate acknowledgment of physical receipt 

(13) Make greater efforts to give full publicity to new drug pro 
cedures in order to assure complete familiarity and full understanding 
of the requirements on the part of manufacturers 

(14) Instruct New Drug Branch personnel to process applications 
and related correspondence quickly, accurately and tactfully 

(15) Simplify the requirements with respect to new-drug applica 


tions and permit manufacturers submitting applications to refer to 


rrevious new-drug applications on file as unchanged, or amend them 
| s ¥ 


only to the extent of change 
(16) Standardize forms and methods to the fullest possible extent. 
(17) Schedule manpower to compensate for the uneven flow of 


new-drug applications. 
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(18) Pre-screen new-drug applications to detect obvious technical 


deficiencies which might render the application “incomplete” imme 


diately following the screening for clerical accuracy and general com 


pliance 

(19) Notify the new drug applicant within ten days if additional 
data are required, except for such deficiencies as may be apparent only 
after extensive investigation 

(20) Develop new and better methods for the evaluation and 
analysis of new drugs 

(21) Increase the stature, prestige and salaries of the professional 
personnel who pass upon new drugs 

(22) Consider the creation of a committee (possibly similar to 
National Research Council Committees or the Advisory Councils of the 
Public Health Service) to advise the FDA on complex problems in the 


held of new drugs 


Section 5-C: Cosmetics Programs 


The FDA should: 

(1) Have more funds for inspectional activities to permit more 
adequate enforcement of the existing law with respect to cosmetics 

(2) Utilize a full two per cent of the FDA budget in support of 
the cosmetic sections of the law, exclusive of that encompassed by the 
certified color program 


(3) Direct greater enforcement activity toward economic cheats 


Section 5-D: Certification and Inspection Services 


The FDA should 


(1) Consider taking such steps as are administrativel 


ly permissible 
under the present Act to decertify antibiotics which have reached stand 
ards of identity, strength, quality, and purity which are sufhciently 
satisfactory to warrant decertification 

(2) Establish technical criteria for the administration exemptior 
of antibiotics and antibiotic dosage forms and insure that these cri 
are known officially to producers of antibiotics for their guidance 
for the maximum protection of the publi 

(3) Be provided with additional appropriated funds to offset the 
loss of income through decertification of some antibiotics in order to 


assure adequate testing and control of antibiotics subject to certifica 
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tion, as well as the testing on a sampling basis of decertified antibiotics 


to assure that standards are maintained. 


(4) Continue the certification of insulin and coal-tar colors, ar 
ranging for a review of its research program regarding certified dyes 
by a committee of scientists from research universities and industry to 


determine whether the work being done is in the interest of the con 


suming public. 


Section 6: Relationship with Other Agencies 
The Department of Health, Education, and Welfare and the FDA 
should: 
(1) Take steps, at the appropriate level, to bring about better 
cooperation among Federal agencies. 
(2) 
Public Health Service and the FDA. 


(3) Work for the removal of obstacles to greater cooperation with 


Examine the possibilities of greater cooperation between the 


the State and local agencies 
(4) Develop cooperation with, and understanding among, State 


and local agencies through educational means 


Section 7: Adequacy of Budget and Stoff 
The FDA should: 


(1) Be provided with an increased annual operating budget to 
ensure protection of the American consumer, to the point of a three 
to four-fold increase in a period of five to ten years 

(2) Be provided in the first year with an increased annual oper 
ating budget of from 10 to 20 per cent over that for 1956 

(3) Apply the increased operating funds to meet the major need: 
discussed in detail in Section 7, strengthening management at head 
quarters first, with improvements in field operations to follow, specifically 

Develop an effective education and information program, supported by «a 
regular allocation of not less than one and one-half per cent of the annual budget 
ot the Administration; 

Apply new techniques to measure production and to determine accomplishment ; 


Maintain a higher level of legal activity, to be accomplished by adding more 
senior attorneys to the staff of the Office of the General Counsel and extending 
their assignments to districts, on a temporary basis, as warranted by the prepara 
tion of legal actions; 

Increase the scope and depth of inspectional and investigational coverage, 


with adequate manpower 





ope ee 
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(4) Strive to accelerate its rate of fulfillment of the expanded 
program and activities, with the five to ten-year period outlined above 
considered as the maximum time in which the program should be 
full operation 

(5) Provide for an annual review of performance and accomplish 
ments under the expanded program by a small advisory committee of 
citizens 

(6) Insure an appropriate amount of activity with respect to mis 
branding, quackery, and other economic cheats 


{ ‘ 


Gradually increase manpower in the technical divisions for the 
purpose of developing more accurate scientific techniques to determine 
whether a food or drug is safe 

(8) Arrange with the Civil Service Commission to establish new 
registers or change existing ones to recruit more persons with edu 
cational training in the chemistry of agricultural products, biological 
chemistry ind in pharmacy 

(9) Through a separate appropriation, be provided with a moder: 
building to permit consolidation of its headquarters operation 

(10) Replace essential major laboratory equipment and purchas« 
new items on a schedule consistent with the ivailability of trained 


technicians to use it 
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APPENDIXES TO THE REPORT 


Personnel—Number and Assignment 


The Food and Drug Administration has budgeted 829 positions for the Fiscal Year 
1955 and estimates that it will employ an average of 800 people during the year in the 
enforcement of the Food and Drug Act. The budgeted staff is divided as follows between 


headquarters and the field 


Enforcement 


Professional Profes 

Laboratory sional Lab. Helpers, 
or Other Admin Technicians, 
Sctenti fic istrative Laborers, 
Personnel Personnel Inspector ete 


Clerical T otal 


Departmental 106 4) 53 107 307 
Field 147* 21 31 96 22 


253 62 84 203 829 


Total Enforcement 


In addition, 186 positions are budgeted to carry out the pretesting and certification 
program. This program is entirely supported by fees paid by the industries served 
Personnel in this category are assigned as follows between headquarters and the field 


Certification 


Professional Profes 
Laboratory sional Lab. Helpers, 
or Other Admm Technicians, 
Scientifiu istrative Laborers 
Personnel Personnel Inspectors ete 
Departmental 75 & 0) 
Field 32 36 


Total Certification 32 30 186 


As illustrated by the chart on the following page, curtailed appropriations each year 
since 1951 have sharply reduced the number of FDA personnel employed in enforcement work 


* This includes 16 Chief Chemists of field districts 
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Nature of Food and Drug Administration Funds 


Appropriations from general funds for the Food and Drug Administration 


; 
are assSi 


fed im three activity accounts identified as follows 


(1) General Enforcement Operations 
This account involves both departmental and field service staffs and activi 
ties. With the exception of the activities under “General Administration” 
and “Testing For Other Federal Agencies,” all personnel and funds are 
used for this main activity. It includes domestic and import enforcement 
operations and the development of standards on all regulated commodi 
ties (foods, drugs, cosmetics, therapeutic devices, etc.) 

Year 


The amount available for obligation in this category for the Fiscal 


1955 is estimated to be 


(2) General Administration Activity 
This activity is confined to departmental headquarters at Washington 
includes executive direction and personnel, property management and pr: 
curement, fiscal, budgetary, organization and methods, editorial and 
cating services within the administration, mail and messenger and 
management activities 
The amount available for obligation in this category for the Fis¢ 


1955 is estimated to be 


Testing For Other Federal Agencies 

Testing for Other Federal Agencies involves the applications of funds by 
the Food and Drug Administration which have been made available to it 

as rembursements from other agencies 

The amount available for obligation in this category for the Fiscal Year 

1955 is estimated to be 19,000 


Total $5.149.000 
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Certification Services 


In addition to the activities supported from the general funds, the Food and Drug 
Administration is engaged in certification services covered by special funds 

The Federal Food, Drug, and Cosmetic Act, as amended, requires the certification 
of all batches of drugs composed wholly or partly of any kind of certain specified anti 


biotics or insulin or any derivatives thereof: the listing of coal-tar colors 


harmless and suitable for use in foods, drugs and cosmetics and the certifica 
of such colors 

The Food, Drug, and Cosmetic Act further provides for the certification 
sea foods upon the voluntary application of sea food packers 


All of these functions of the Certification and Inspection Services are finances 


receipts collected from the respective users of these services in accordance wit! 


provisions of the Act and its amendments 

In the Fiscal Year 1955, the net cost of all of these services (exclusive 
provided for contingencies) is estimated to be $1,109,150 
’ 


The most recent amendment (July 1954) provides for the establishment of tolerances 


or the exemption therefrom for poisonous or deleterious pesticide chemicals added to raw 


agr icultural ‘ ommodities 
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Regulatory Program Project Chart Transmitted to the 16 District Offices 
[Fiscal Year 1955—Domestic Operations | 


The general level of activity of the Districts by commodity (project) groups for 
fiscal year 1955 is outlined in the attached project chart covering domestic operations 
For most commodity groups the chart values are in terms of establishment inspection 
time. The District Chief will need to convert the establishment inspection time assigned 
to actual number of inspections to be made in the various projects using data from the 
Time and Production Reports and other information available to him. For certain groups 
(improper sale of prescription legend drugs, antibiotics and colors) where it is desired 
to control the total inspectional manpower, chart values are in terms of total inspection 
project time 

Division of Field Operations recommends that each District Chief prepare a brief 
annual work plan for the District showing the extent of work to be aimed for in eacl 
project during each month of the year. Such a plan probably could not show the actual 
firms to be inspected or other details. It should be supplemented with more detailed 
monthly, bimonthly, or quarterly plans 

The District Chief should monitor the use of these charts so that normal samplk 
collections and project operations other than establishment inspections, including the 
handling of the normal flow of assignments from other Districts and the Administration 
wil] not be sacrificed merely in order to meet the project schedule 


In preparing these charts, weight was given the recommendations of the Districts in 
response to Division of Program Research memo of May 5, 1954, and the programs 
recently issued or to be issued shortly. Since an extensive blood dyscrasia investigation 
is not contemplated for FY 1955, total antibiotics inspection time has been reduced to 
9,000 hours. There has been some adjustment between Districts on the coal-tar color 
inspection time to provide time for objective collection of samples outlined in a revised 
coal-tar color regulatory program dated July 1, 1954. The time projected for code 40, 
Improper Sale of Prescription Legend Drugs, is somewhat more than that projected last 
year because it includes the time now being planned for the investigation of the illegal 
sale of amphetamines to truck drivers. It is substantially less than the time actually spent 
in fiscal 1954, when an inordinately large proportion of our manpower was spent on this 
project. We believe that 25 man years represents the maximum inspection effort that 
should be spent on this project if other important projects are to be covered equitably 
10, it is 


In addition to the establishment inspection time allocated in codes 09 and 
with the 


expected that objective surveys will be planned in these projects in accordance 
applicable regulatory programs 

The 03 commodity group (Grains, Flours, Meals—Human) is projected on the basis 
that a program on rodent contamination will be agreed upon by the Secretary; also, on 
the assumption that work on corn meal will be resumed to a limited extent 


The projection of 50 hours in code 14 for Los Angeles follows the suggestion of that 


District. This time is provided for investigation of pesticide residues on forage crops 
that might be the source of significant contamination of important human foods (such 
as DDT on alfalfa used as feed for dairy cattle) 

The chart is intended to serve as a broad guide to the comparative level of activity 
for each District on each project. The Districts will allot their time to the various 
subprojects, taking into account the current regulatory and investigational programs 

Work on antibiotics and coal-tar colors should be carried out according to the regu 
latory programs, even though more or less time is expended than charted The time 
allotments for public eating places should be met essentially as listed on the chart 

In other projects the chart should take precedence over programs already issued if 
there is any conflict. The Districts should from time to time study the results of their 
activity on each project and should make adjustments in the level of activity as indicated 
by the incidence of violations, seasonal conditions and other guiding factors. If large 
adjustments are considered desirable, the Division of Program Research should be notified 
and given the reasons before the adjustments are actually put into effect 
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General Types of Equipment Used by the Technical Divisions 


Division Type of Equipment 


Antibiotics Usual equipment for chemical laboratory 


meters 


Usual equipment for bacteriological 


vare, incubators 


Animal laboratory equipment 


( osmetics 


Usual equipment for organic synthetic laborat 


Spectrophotometric equipment for ultraviv 


al equipment for the routine 


includes mou tthe Ss, ovens, 
pH meters, spectrop! tometer 
flame photometer baking ee 

ing certain quality tactors of canne 


pment for the routine bacter 


ds and drugs; includes 1 


iter baths, balances and 


Nutrition | equipment required 
' , , , 
al, TICcTODIOIOgICal ane 
Pharmaceutical al equipment required 
: i 1 
Chemistry | rmaceutical preparations 
se preparations It 
al and mechanical devices 
items as balances 
vens, and constant 


ims meters, metal 
ial equipment required for | 


Pharma ology L's 
sper ial due ts to laboratory anim ils 


This division also has equipment requu 


ind biological laboratories 


Usual equipment for analytical chemistry labor 


gwiassware vens 


equipment 


atory 


equip nt 


employing 


rdimunister 


no hemical, Je 
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Budgeted Enforcement and Certification Positions by District 
and by Title—Fiscal Year 1955 


Total Cin- 
All Dis- At- Balti- Bos- Buf- Chi- cin- Den- 
Position Title Grades tricts lanta more ton falo cago nati ver 


Enforcement Personnel 


District Chief 14 16 One in each district 
Assistant District Chief 12 & 13 5 I 
Chief Chemist ; 16 One in each district 
Analyst 

Analyst, journeyman 

Analyst, subjourneyman 

Chief inspector 

Inspector 

Inspector, journeyman 

Inspector, subjourneyman 

Import examiner 


Professional Personnel 


Administrative Assistant 
Clerks, stenos, typists 
Storekeeper 

Laboratory aides 


Administrative Personnel 


lotal Enforcement Personnel 


Inspector (certification) 
Inspector (pesticides) 
Inspector (sea food) 


Professional Personnel 


Clerks, stenos, typists 


otal Certification Personnel 


Total District Personnel 
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Budgeted Enforcement and Certification Positions by District 
and by Title—Fiscal Year 1955 [Continued]! 


Kan- Los Neu Phila San 


sas An- Minne Or New del St Fran- Se 
Position Title Grades City geles apolis leans York phia Louis ciaco attle 


Enforcement Personnel 


District Chief 14 One in ¢ 
Assistant District Chief I2&13 
Chief Chemist 
Analyst 
Analyst pourneyimat 
Analyst, subjourneyman 
Chiet inspector 
Inspector 
Inspector, journeyman 
Inspecto subjourneyman 
Import examiner 
Professional Personnel 
Administrative Assistant 7&10 
Clerks. stenos typists 3,4,5&6 
Storekeeper 2&3 
aboratory aides 12&3 
Administrative Personnel 
Total Enforcement Personnel 
Certification Personnel 
Inspector (certification) 1] 
Inspector (pesticides) 9 
Inspector (sea food) 
Professional Personnel 
Clerks, stenos, typists 
Total Certification Personnel 


Total District Personnel 
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Square Feet 


Space Utilization 


Office 
Active Files 
Semuactive 
Storage 
Duplicating 
Laboratory 
Library 
Exhibits 


Other 


Total 


thee 
Active Files 
Semiactive File 
Storage 

Dupli ating 
Laboratory 
Library 


Exhibits 


Other 


Total 


File 5 
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of Space Utilized by Districts as of October 1954 


Balti- 
Total Atlanta more 
40,897 1,150 3,042 
6,173 327 175 
1,330.5 64 525 
23,941 1,137 1039 
2,199 30 172 
96,289 1,770 3,940 
4,053 25 350 
190.5 23.5 
10,571 9 $70) 
145,644 4,936 9713 
Kansas Los Minne Neu 
City Angeles apolis Orleans 
1.395 2483 2166 3,128 
326 265 269 595 
121 0) 14 
1,249 790 1422 1,699 
105 150 R? oO 
1591 2,340 3,665 3,344 
117 120 183 525 
10) 7 
364 IR0 383 419 
5,308 6,558 8,191 9,800 


Boston 


2,343 
105 
190 
605 
0 
2,840 


120 


650 


6.963 


New 


York 
4,786 


ROS 


3,475 
251 
11,629 


415 


2,156 


Nw 
we 

Nn 
NI 


Buf- 
falo 


? 


se 


,? 


46 


2,840 


? 


15 


Phila 


delphia 


1,832 


596 


l 


89 


1.067 


247 


2,497 


l 


90 


1,164 


™“~ 


™“ 


Cimcin 
Chicago nati Denver 
4201 3,089 1,700 
KRY 160 Iw 
21 »4 
1510 1,917 76 
218 244 | 4) 
3.902 2,695 2,100 
594 135 7K) 

10 

1,302 145 300) 
12,647 8,385 260) 

St San Fran 
Louis cisco Seattle 
2357 2,285 2,16 
286 650 49 

() 7 

1 430 3 556 1703 
»7 ‘) 
3,822 43 1,771 
154 $50 6) 

100 10 
R59 639 i600 
9008 13,458 6,153 
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Media by Which FDA Program and Activities Are Interpreted 
and Reported 


(1) Publications, Press Releases, and Written Matter 


(A) Regularly distributed to the public, associations, press and members of affected 
industries through mailmg lists By law, only those making specific requests 
may be added to mailing lists 
(1) Notices of Judgment—Required by Section 705(a) of the Federal Food 

Drug, and Cosmetic Act—A legal document—Important as an enforce 
ment tool but not written for popular us« Notices are not prepared for 
many months after a case is terminated because of delay in receiving re 
ports from United States Attorneys and because of lack of manpower 

rhe printing of the Notices of Judgment consumes the major portion 
the allotment for publication printing 

Monthly Report of Regulatory Activities—An up-to-date report covering 
current regulatory actions 

Annual Report—A narrative repori, with some supporting statisti 
terpreting policies and programs, and reporting the year's activities 

This is a basic information document for consumer leaders, the industries 
concerned, and research students, and as suitable source material 

ers and Food and Drug Administration employees who make 

industry and consumer groups 

The number of copies is restricted by law to 2,5 

too small for general distribution, and ther 

associations, writers, and others who 

numbers of people 

Statements ot Policy and Interpretation Regulation 


Federal Register~ Published under Administrative Pt 


are formal statements of policy which are ordinat 


affected industries than to the general publi 


ularly distributed to Food and Drug Admim 


operating Federal and State officials and a tew city ofhcial 


Food and Drug Review (Confidential) —Usetul 

Drug Administration staff and stimulating State cooperati 

voluntary basis, with no grants-in-aid or other Federal suppo 

Food Control Statement \ clearing house on food 

studies, et 

Food and Drug Manuals Mi robiolog cal and appropriate 

inspectors’ manual and safety brochures sent to State officials 

Regulatory Management Notes, Regulatory Management News Items 
and Information Letters for internal use only 


asional publications, largely sent on request or as enclosures in correspondence 
Food, Drug, and Cosmetic No, 1—Food, Drug, and Cosmetic Act and 
(;eneral Regulations Amendments sent to industry list 

Miscellaneous Publication No. 2—Import Requirements of the Food 
Drug, and Cosmetic Act—(Considerable distribution through State and the 
Department of Commerce channels) s publication is out of date 
Miscellaneous Publication No. 3—* ad the Label The Food and Drug 
Administration's only really popular publication. Sales to the present by 
the Superintendent of Documents are over 62,650 Distribution also made 
by the Food and Drug Administration 


I ood and 


Drug Administration—W hat It Is and Does” (mimeographed) 
[his publication is out of dat 
Miscellaneous Circular No. 1 ; oanalysis of Food and Drug Prod 


ucts”—Distributed through sale by | Superintendent of Documents 


except for very limited free distribution educators and State officials by 
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Media by Which FDA Program and Activities Are Interpreted 
and Reported [Continued] 


the Food and Drug Administration. 12,400 copies have been purchased 
largely by regulated industries, in the last ten years 


(D) Articles written by Food and Drug Administration staff for outside publica 
tions—(The Food and Drug Administration purchases reprints when useful 
for its program or for intormational work) 

(1) Scientific papers and reports for publication in specialized journals. These 
cover results of original research carried on in the laboratories of the Food 
and Drug Administration and are intended for general articles for spe 
cialized journals, such as—‘Food Drug Cosmetic Law Journal,” “Journal 
of the American Dietetic Association,” “Journal of the American Associa- 
tion for Health—Physical Education—Recreation,” trade journals, “ADA 
Forecast”—journal for diabetic patients 

(IX) Chapters or items for books—For example, Agriculture yearbooks on “In 
sects” and “Marketing,” a new book on “Standards in a Changing World,” 
(all comprehensive articles) and briefer items for leading encyclopedia year 


books 


(11) Addresses, Inquiries, and Conferences 
(A) Addresses and Speeches 
The Food and Drug Administration stresses speech making as a means of 
informing the public and interested groups concerning Food and Drug Ad 
ministration activities. A count of all addresses and speeches given by Food 
and Drug Administration staff members at headquarters and in the field 
the calendar year 1954 disclosed a total of 2R3 These speeches were heard 
various groups, as follows 
T ype oO} Group No of Speeches 
Trade 35 
Official (health, police, etc.) 71 
Professional 
Consumers 
Adult 
College and University 
Elementary and Secondary 


1 hese speec hes covere d subjec ts about as follow bs) 
Subject No. of Speeches 
General or mixed 148 
Food and food products 4) 
Drugs, devices, insecticides 59 
15 


A 


Technical 
Legal 
Enforcement 13 


283 


(B) Inquiries, Interviews and Correspondence 

(1) The Food and Drug Administration maintains an “open door” policy with 
the result that thousands of telephone and written inquiries are received 
and answered annually. The following is an estimated tabulation of the 
number of responses to requests received from the public and affected 
industries for general and educational information about the responsi 
bilities and activities of the Food and Drug Administration for the 
calendar year 1954 
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Washington Field Total 

ephone Inquiri 
Public 21,950 40,200 
Indust 33,950 104 138.450 


Interviews, s, Seminar 
Public 3250 
] 


ndusts 10,600 ‘ 46,100 


42 6, 
esp 
Public 
Industry 


Grand Total 


(Il) Re uw! ; and I eature Writer 
osmetic Trade Jour 


Drug Administration 
osmet trade journals Phe trade 
and Drug Administration work tha 

eceptive to prepared releases It addition 
and Drug Administration for 
Nationally circulated popular magazines 
FDA operations and activities receive bett 
tree lance riter Mi ) > wy “hance 
placement 
It is the Food and Drug Admunistratiot o make 
yriters t inquire tor maternal and conve } them t 


initiative 1 to outside sources and there as been rela 


md Film Strif 

Films 

Iwo eighteen-minute sound hlms were made 

in 1949 Fraud Fighters,” a documentary entire 
Administration work, made by RKO-Pathe for 

and shown in moving picture houses throughout 

The Living” made for the Proprietary Association, partly 
and Drug Administration drug control, and about 200 col 
millions of school students through a commercial distribu 
The ks | and Drug Administration leased 26 prints 


after nine months projection in first-run movie houses, a1 


or loaned them for 900 showings to approximately 50,000 peo 


The ke | and Drug Administration had only re print 

Living” while it was being distributed commercially 

After this the Association donated seventeen additx 

State universities and colleges were also given free 

vision networks were given black and 

apparently unrestricted 

Film Strips . 

The use of film strips by the FDA is still in the early stages of development 
Some good pictures have been collected from the field and a selection made 
into an experimental film strip tor public school use Time and funds are 


lacking for the development of this project 








PAGE 558 APPENDIX P-1 


(V) 


(VI) 


Media by Which FDA Program and Activities Are Interpreted 
and Reported [Concluded] 

Television and Radio 

(A) Network 
The only network series initiated by the Department, as the Federal Security 
Agency, was a thirteen-week radio program “Living 1951” in which research 
memoranda for subject matter were prepared by constituents and scripts pre 
pared by National Broadcasting Company writers at $300 each: casts were 
furnished by the National Broadcasting Company at $100 each. The Food 
and Drug Administration had two programs in this series 


Local 

The situation varies greatly from city to city For example, in Philadelphia 
there is a Federal Business Association that has had a television series “You 
and Your Uncle Sam” for several years. Several cities have active branches 
of the American Chemica! Society which sponsor television and radio pro 
grams. Southern California was one of the earliest to prepare and promote 
such programs. The District staffs are encouraged to participate in these 
programs whenever the opportunity develops, by editing scripts, loaning props, 
etc., but no effort has been made to initiate shows 


Exhibits 

The Food and Drug Administration has a small exhibit room at Washington head 
quarters but no staff to keep it up—in contrast to the pre-war period when there 
was a much larger room, with adjacent work space, and a full-time maintenance 
man to prepare fixed and portable exhibits, operating under the guidance of an 
experienced administrative officer, and in 1949-50 a half-time student employee witl 
previous inspection experience, under the direction of the Chief of the Editorial Branch 
On a few occasions some special exhibits have been furnished for medical meet 
ings when suitable material could be furnished without major expenditure of time 
or money 


A few Districts in the field have developed successful exhibits for the publi 
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Trend of Legal Actions by Type of Action 
Fiscal Years 1947-1954 
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Trend of Legal Actions by Type of Action 
Fiscal Years 1947-1954 [Continued] 


1047 1948 1949 1950 95] 1952 195 1954 
Total Legal Actions 2.777 1634 2,207 1.853 1,692 1,929 1,782 1,333 
Foods 2,462 1,332 1,734 1,500 1,378 1592 1,403 eB Ty 
Drugs and Devices 305 79 $59 345 313 $29 306 ik4 
Cosmetics and Colors x 21 14 x } 6 ] 
Caustic Poisor 2 ? l ; 
Total ( nteste ( ases (20) (18) (23) (40) (44) ) (41) x) 
Number of General Counsel's At 
torneys Serving FDA 17 13 >] A | 1) l ] 12 
NOTE Vitamin values prior to 1952 tabulated as food beginnin 1952, tabulated as dru 
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FDA Legal Actions in Fiscal Years 1953 and 1954 Classified by 
Type, by Priority, and by Class of Product 


Total 
Legal Actions Seizures Prosecutions Injunctions 
1953 1954 1953 1954 195 1954 195 1954 
Danger to Healt! $17 397 258 229 154 154 14 
Foods ’ 50 14 1% 1] 4 
Drugs and Devices 359 380) 204 15 150 15] 4 
Cosmetics ] ] ] ] 
Colors 
Caustic | 7 : 6 2 | 
Filth ) s YS RI4 x? 73 110 me in ) 
Foods 932 820 816 734 110 x4 6 ? 
Drugs and ) ‘ 7 + 7 l 
{(_osme 
Col 
Econon ‘ i 426 112 61 91 1 
Food 4?] 112 Ih }] 6 ? 
Drugs and Ds 
Cosmet 5 
Colors 
Total 1,782 1,333 1442 1,057 $29 2H) 1] 16 
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APPENDIX R 


Status of Antibiotics with Respect to Certification Requirements 


Antibiotics Under 
( ertifi ation Control 
Penicillin 
Exceptions: crystalline penicil 
lin G (sodium or potassium) 
§ 1-'6a.24(f) buffered crystal 
line penicillin G (sodium or 
potassium for parenteral use) 
§ 146a.37(f), 
troches 


and 
they contain 
penicillin () of 
l-ephenamine 
§ 146a.30(1T) 


penicillin 
(unless 
crystalline 


penicillin) 


Streptomycin 

Dihydrostreptomycin 
Chlortetracycline (Aureomycin) 
Chloramphenical (Chloromycetin) 


Bacitracin’ 
Tetracycline (Achromycin, Tetra 


cyn, Polycycline, Steclin, 
mycin) 


Pan 


' Exception 
anaesthetics or sulfonamides) 


2? For certain prescribed conditions 
* Provided drug was repacked from certified batch 
* Most tyrothricin preparations are no longer considered to be new drugs 
antibiotics listed in this column continue to be regarded as new drugs 


Antilnotics Exempted 
from Certification 


Crystalline penicillin G sodium 
Crystalline penicillin G potassium 
Antibiotics for diagnostic use 


Antibiotics for fish diseases 


Antibiotics as preservatives for 
bull semen 


Antibiotics as preservatives for 


biological drugs’ 


Animal feed mixes’ 


Buffered 


sodium 


crystalline penicillin ‘ 


Buffered crystalline 


potassium 


Certain formulations of penicillin 
troe he ~ 


Certain formulations of bacitracin 
ointment 


Repacked 


granules 


streptomycin sulfate 


(powder) oral vet 


erinary 


Repacked crude chlortetracycline 


oral veterinary 


Antibiotics for agricultural use 


penicillin G 


bacitracin ointment (unless it contains active drug ingredients other than local 
§ 146e.402(f) 


Intiliotics 
Subject to 
Certification 


Not 


[ yrothricin * 


Oxytetracycline 


(Terramycin) 
Neomycin 
Polymyxin 
Erythromycin 
Fumagillin 
Viomycin 


(arbomycin 


The remaining 
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Government Agencies and Applicable Laws Involved in the 
Regulation of Food, Drugs and Cosmetics 


Department r Commission) 


and Subdivision 


Department of Health, 
Welfare 
Food and Drug 


Educatio 


Admuinistratio 


Public Healt 


iu ot 


Department 


Agri ultur 


Agricultural Resear« 


Post Office Department 


Division of Mail Fraud Investigations 


Department f the Treas 


Bureau of ustoms 


, . 
Bureau of Narcotics 


Internal Revenue Serv 


Federal T: 


Bureau 


vernments 


State and Local Laws 


ipplicable Legislation Program 


wr Service 


Federal Food, Drug ind Cosmet 
Amende 1 

lea Importation Act 

Filled Milk Act 

Import Milk Act 

Caustic Poison Act 


ublic Health Service Act 
* Foreign Quarantine Regulation 


Interstate Quarantine Regulation 

Model Ordinance and State Assistance Program 

{ ooperative Interstate Milk and Shellfish Cer 
tihcation Prox rains 


Brean ny Rati yom 


Agricultural Marketing Act 
United States Gsrain Standards Act 


Standard Contamer Act 


Meat Inspection Act 
Animal-Virus-Serum- Toxin 
Economic Poisons Act 


Renovated Butter Act 


Postal Fraud Laws 


Joint Regulations under Federal Food, Drug, 
and Cosmetic Act 


Anti-Narcotic Laws 


Federal Alcohol Administration Act 
Filled Chees Act 


Trade Comm 


Amended 


Ordinances and Rey 
ulation 


* Under authority of Public Health Service Act 
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Identification of FDA-Related Activities in Other Federal Agencies 
Health-Regulatory W 


The Department of Health 
(including ot 


rie 


wk 


Education, and Welfare 


regulatory commission) tl 


people and products in the 


nts are Agriculture lreas 
ury, Post Office, and the Federal Trade Comm ‘ Within the Department of HEW 
the two constituent units involved are the ; na rn Admut t 
Health Service 


strat | Public 
More tl 
mail frauds, nares ! 


, rodenticides, milk, and hum ' wal met! 
of control ts u | ) and analysis: the other I | | 
‘ 


" i Sitth quarantine 
ation, and certification 


s one ot 5 kedera 


departments 
healtl 


regulator authority 
ther department 


at exercine 


ver 
United States I he 


an ; oO ot items or groups 


advice, investis 


In the fiscal 
ments in 


year 1953 more than $31 milli 
work, Of 
cent, was pent by the Meat 
less, 17.9 per 


health-regulatory this amount 
Inspection Brancl 
cent 


aS spent by ‘ Food and Drug 


ponsible tor 
the Federal 


Agriculture, under 
authorize: 


velop and improve stand 


KZ, al d rece mimend and de 
rmity and ce 


it 


msistency m corine 


nspect, certify, and identity 
al products whet 


shipped 
that 


agricultural products 
trading may be tacilitated, and that 
pre duct the desire = 

A dozer classes ofl prod icts 
tables, evy I ultry service . 
paid by ! 


vi It is conducted 
Marketing \ 


Vhe Department griculture under the 
establishes grades fe al and formulates 

The Department of the Treasury has t 
health-regulatory work of controlling narco 
the 


an the assessment 


Bureau of Cust 


control of imports 


the supervision « oms 
beverawes il interstate 
revenue laws 


this work 
 »ervice 


Phe 
and W heelet 


tisement ot 


lrade Commission, under tl 


Amendment (1938) thereto, ent: ; | 


Nn pro ibition 
drugs, devices, or cosmetics 


ther 
as ne 


ducts ot 
Commission | control over 


FDA has no authority 
device, or c 


labeling, which 
overt advertising 


ponsibility 
However i accompanying 
is considered by FDA to be part 
considered by the FTC as advertising 


smetic and the 
may also be 
* 85 per cent of FDA's ‘inspection and analysis 


as being in the health and sanitation field 


work in the fiscal 
its work in 
15 per cent 


ear 1953 is here considered 
economik: 


cheats having fallen by that time to 
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Technical or Consultative Work 


FDA has technical or consultative relations with several other Federal agencies 
These agencies include each of the ones mentioned thus far, because all the health-regu 
latory and economic work involves technical consultations. In addition to those agencies, 
the following Federal agencies are related to FDA in a technical or consultative way 
the National Bureau of Standards (in the Department of Commerce), the Atomic Energy 
Commission, the Federal Civil Defense Administration, the National Research Council, 
and the Federal Specifications Board. The FDA also works cooperatively with the 
government of the District of Columbia, sometimes thought of as a Federal agency 

There are incidental technical consultations with many other Federal agencies. For 
example, FDA has at intervals discussed with FBI laboratory personnel the analytical 
methods used by FBI in identification of fibers, hairs, and drugs; and there is sharing 
of information between FDA and the Fish and Wildlife Service 


On a few occasions FDA employees who are expert in their fields have been loaned 
to other agencies for detail to foreign countries. For example, two employees were sent 
to Greece by the Foreign Operations Administration to advise about conditions in the fig 
industry there; another employee was sent to Japan as a joint venture of the FDA and 
the U. S. Information and Educational Exchange Program (Department of State) to 
survey and advise about Japan's shellfish industry 
Legal Work 

FDA's strictly legal work is done by the HEW Office of the General Counsel, which 
has a Food and Drug Division that consists of attorneys and supporting clerical staff, 
and by the Department of Justice, which, through the United States marshals and the 
United States attorneys, makes seizures and conducts prosecution and injunction actions 

Violations of law are reported by FDA to the HEW General Counsel's office, with 
appropriate recommendations for legal action—seizure, prosecution, or injunction. The 
General Counsel's office appraises the recommendations and refers them to the Depart 
ment of Justice for action 

The General Counsel's office also handles the legal aspects of legislation that is pro 


posed and the preparation of regulations 
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Summary of Major FDA-State and Local Cooperative Relationships 


In the day-to-day operations of the field personnel of the FDA and the State and 
local officials there are many illustrations of how cooperation works out in practice 
Food and drug inspectors call on local officials and discuss assignments which they have 
in the area under the jurisdiction of the local official. Sometimes local inspectors accom 
pany the Federal inspector on some one or more of his assignments to make factory 


inspections or warehouse surveys 

Cooperative work plans on a larger scale have been developed in some areas through 
regional project-planning conferences. For example, in the Indiana, Ohio, and Illinois 
area, State officials meet with representatives of the Chicago and Cincinnati Districts 
before the tomato canning season starts and develop plans for cooperating im mspection 
and survey activities over tomato canning operations 


Examples are also available of cooperation with municipal officials. Most cities have 


wholesale produce markets which come under the regulation of the local sanitary inspec¢ 
tors. Federal inspectors have carried out sanitation surveys of such produce markets 
cooperation with the local inspectors. The threat of Federal sanctions has been an aid 
to the local officials in bringing about much needed clean-up programs 


in 


At times of accidents which have wide-reaching consequences and of disasters, the 
Federal and State officials pool their resources to better serve the public well-being 
Federal officials have received cooperation from State officials on recall programs involving 
potentially dangerous drugs: Also, when a fire occurs involving a building where toods or 
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One of the important aspects of cooperation between the Federal Administration and 
the State and local officials is the training work sponsored by the Administration. In civil 
defense the FDA has already held training schools attended by some 350 State and local 
officials. Additional civil defense training and planning programs are currently in prepara 
tion. Federal food and drug inspectors sometimes work with State and local inspectors, 
training them in inspection and sampling techniques. State analysts visit FDA laboratories 


to perfect techniques such as counting mold in tomato product samples, separating and 


identifying insect or rodent filth in various foods, et As an important adjunct to 
training work, the Administration has distributed to the cooperating State and local officials 
useful materials such as a Manual of Microanalytical Methods, Inspectors Manuai, and a 
periodic compilation of information useful to the food chemist 


The Food and Drug Admmistration has been able to render a service to State 


tory agencies in instances where the examination of samples involves analytical 
niques too complex or too seldom used to justify their use by the State laboratories 
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